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U.S. ENVIRONMENTAL PROTECTION AGENCY 

Office of Pesticide Programs 

Registration Division (750SC) 

1200 Pennsylvania Ave., N.W. 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
_X_ Registration 
_Reregistration 
(under FlFRA, as amended) 

Name and Address of Registrant (include ZIP Code): 

Virbac Animal Health, Inc. 
P.O Box 162059 
Fort Worth, TX 76161 

EPA Reg. Number: Date of Issuance: 

FEB 2 1 2013 
2382-192 

Term of Issuance: 

Conditional 

EFFITJXTM PLUS Topical 
Solution for Dogs 

Note: Chang~ in labeling differing in substance from that accepted in connection with this registration must be submitted to l!fld acceplcd by the 

Registration Divisioo prior to .usc of the taberin commerce. In any correspondence on this product always refer to the above EPA registration number. 
·.. . . . ··. . .... 

On the basis of information furnished by the registrant, the above named pesticide is hereby regislercdl/rercgistcred under the Federal Insecticide, Fungicide 

and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation ofthis product by the Agency. In order to protect heallh and the 

environment, the Administrator, on his motion, may at anytime suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance 

of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right to exclusive usc of the name 

or to its usc if it has been covered by others. 

This product is conditionally registered in accordance with section 3(c)(7)(A) ofFIFRA provided 
that you: 

1. Submit and/or cite all data required for registration of your product under section 3(c)(5) ofFIFRA 
when the Agency requires all registrants of similar products to submit such data; and submit 
acceptable responses required for reregistration of your product under section 4 ofFIFRA. 

2. Submit within 12 months of the date of issuance of this Registration Notice, acceptable guideline 
studies for Storage Stability study (OPPTS GLN: 830.6317) and Corrosion Characteristics study 
(OPTS GLN: 830.6320) for this product. 

3. Change the product registration number to "EPA Reg. No. 2382-192" 
(continued on page 2) 

Signature of Appro,·ing Official: 

See page 2 

Richard Gebken, Product Manager (!0) 
Insecticide Branch, Registration Division (7505P) 
EPA Fonn 8570-6 
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FEB 2 1 2013 
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Conditions of acceptance 

1. This registration is now time-limited and expires two years from the date of this letter. 

2. Please consider limiting the formulations ofthis product to one basic confidential statement of 
formula. The Agency may require this in the future and no additional alternate formulations or 
minor formulation amendments will be approved for this product in the future. 

3. You must submit quarterly enhanced incident reports and quarterly sales information in doses 
sold for this product beginning Aprill, 2013. 

Please flag any Confidential Business Information as such. Enhanced incident reporting should 
be submitted to the Product Manager. Quarterly sales information should be submitted to the 
Registration Division, Immediate Office (attn: Kaitlon Keller). 

The following is a list of information that must be included in the quarterly reports for each 
incident: 

EPA Registration Number 
Product name (brand name) 
Lot# 
Where purchased: internet, store, veterinarian 
Active Ingredient(s) 
Weight range for product 

Date on which incident occurred. (mrnldd/yyyy) 
State in which the incident occurred. (standard 2 letter abbreviation) 
Registrant case # 

Species: dog, cat, other (specify) 
Breed: (as reported by pet owner) 
Age: months or years 
Sex: M, F, or neutered 
Weight: pounds 

Primary Route of Exposure: dermal, oral, other animal, inhalation, other 
Body System: neurological, dermatological, GI, respiratory, ocular, other 
Major signs noted with separate column for each sign, using standard terminology 
Time to Onset: (hours, days) 
Treated by veterinarian: yes or no 
First time product used: yes or no 
Misuse: use on incorrect species, overdose, too frequent dosing, other (describe) 
Any known precondition 
EPA Severity Code: death, major, moderate, minor 
Outcome: died, recovered, still treated, unknown 

4. Along with the enhanced incident reporting, you must submit an analysis of the incidents seen, to 
include the following details: 

Page 2 of3 
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All incidents should be reported including all minor dermal and ocular irritation reports. 

Summary table for dogs showing number of incidents of each severity code for each 
route of exposure. Each incident should only be reported once. lf one incident has 
several routes of exposure, the order should be ocular> oral> dermal. In other words, an 
incident with both oral and dermal exposure would be reported as oral exposure, and an 
incident with both ocular and oral exposure would be reported as ocular exposure. 

A similar summary table for cats (misuse or secondary exposure) showing number of 
incidents of each severity code for each route of exposure. 

Summary table for dogs and table for cats showing number of incidents that are believed 
due to secondary exposure (e.g., multi-pet households). 

A summary table for dogs showing number of incidents for each severity code for these 
age ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, l yr, 2 yr, 3 yr, 4 yr, 5 yr, 
6 yr, 7 yr, 8 yr, 9 yr, 10 yr, 11 yr, 12 yr, 13 yr, 14 yr, 15 yr, >15 yr. 

A summary table showing the number of dog incidents for each severity code for each 
pet weight range on the product label. 

A summary table for dog weight showing number of incidents for each product weight 
range. This table should show number of incidents in dogs weighing less than that 
product weight range, number of incidents in dogs in lower half of weight range, number 
of incidents in dogs in upper half of weight range, and dogs weighing more than the 
product weight range. 

Table showing number of incidents for each dog breed. 

Table showing number of incidents in dogs for each clinical sign. 

Table showing number of incidents in dogs for each organ system. 

Report aggregate incidents, but do not combine moderate and minor incidents. 

If these conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance of these 
conditions. If EPA determines that future mitigation measures are necessary for all spot-on products, 
the Agency will inform registrants and if needed, EPA may take regulatory action. If you have any 
questions contact Driss Benmhend at 703-308-9525 or by e-mail at: Benmhend.driss@epa.gov. 

;g:_j~L 

Enclosure: Label Stamped "with Comments" 
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Richard Gebken 
Product Manager 10, 
Insecticide Branch 
Registration Division (7505P) 
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( ACCEPTED 
with COMMENTS 

In m '1ltf' t(lj~j<d 
,----------------------------------1tJrnm1m,-!'em,m-m""tkiJ.:. 

Virbac's Master Label 
Date 21 February 2013 Version US-20 EPA Reg. No. 2382-xxx 
Fipronii+Permethrin+Pyriproxyfen Topical Solution for Dogs 

Optional Text Appears In Brackets 

Fungicide. and Rodcnti ide ,\cl. 
as amcndd. for the pc ·tidJ..: 

rcgistcr~~~~f;!':\ R ·~- :\u. 

EFFITIX TM PLUS TOPICAL SOLUTION FOR DOGS 

Front, back and side panels 

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER (WEIGHING 5 TO 10.9 LBSr 
WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 89 

TO 132 LBS). 
Front panel and Back Panel 

ACTIVE INGREDIENTS: 
Fipronil.... . ............................................•................................................................................. 6.0% 
Pennethrin• ................... ..................... ................ ..........•... 44.8% 
Pyriproxyfen ...............................• .........................• .........................................................•.. 1.8% 

OTHER INGREDIENTS: .................................................................................................................................. 47.4% 

TOTAL:............... .............. ..•...... 100.0% 
• cis/trans ratio: maximum 55%{±) cis and minimum 45% (±) trans 

Back Panel 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
HAZARDS TO HUMANS 

Harmful if swallowed or absorbed through the skin. Causes eye irrilation. Avoid conlact wah skin, eyes, or .clothing. Wash hands 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilel Remove 
and wash contaminated clothing before reuse. 

HAZARDS TO DOMESTIC ANIMALS 

For external use on dogs ONLY. 

Symbol on Front Panel/ Symbol and text on Back panel 

DO NOT USE ON CATS -IF INGESTEO BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATED DOG, THIS 
PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS OCCURS, CONTACT YOUR VETERINARIAN 
IMMEDIATELY. 

Back Panel 

Do not use on puppies under 8 weeks of age. Individual sensitivilies, while rare, may occur after using ANY pesticide Product Dogs 
may experience some temporary irritation at the site of product application. If signs of sensitivity occur, bathe your pet with mild soap 
or shampoo and rinse with large amounts of water. If signs of sensitivity occur and persist, contact a veterinarian immediately. If your 
dog has an unusual reaction to the initial application, consult a veterinarian before repeating application. Certain medicalions can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, pregnant or nursing dogs, or animals 
known to be sensilive lo pesticide products. 

EPA Re~;- No. 2382-xxx page I of 7- Pending Masler label Submitted February 21, 2013 
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Back Panel (single presentation on insert) 

IF SWALLOWED: 

IF IN EYES; 

IF ON SKIN OR 
CLOTHING; 

• 

Call a poison control center or doctor immediately for treatment advice. 

Have person sip a glass of water if able to swallow. 

Oo not induce vom~ing unless told to do so by a poison control center ordoclor . 

• Hold eye open and rinse slowly and gently with waler for 15-20 minutes. 

• Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye . 

• II 

Take off contaminated clothing. 

Rinse skin immedialely wllh plenty of waler for 15-20 minutes. 

You may also contact the Hotline number 1-800-338-3659 for human or veterinary health concerns, emergency 

medical treatment information or pesticide incidents. 

Inside flap (single presentation insert only) 

DIRECTIONS FOR USE 

It is a violaUon of Federal law to use this product in any manner inconsistent with its labelling. Do not allow children to apply product. 
TO PREVENT HARM TO YOU ANO YOUR OOG, REAO ENTIRE LABEL ANO DIRECTIONS BEFORE EACH USE. FOLLOW ALL 
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON OOGS ONLY. 00 NOT USE ON 
CATS OR RABBITS. DO NOT USE ON OTHER ANIMALS. 

DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Oo not use on dogs and puppies under 8 weeks of age. Do not split tubes 
between dogs. Do not use multiple tubes on one dog. Weigh your dog to be sure you are applying the right dose formulated for the 
weight of your dog. Overdosing your dog can resutt in serious illness. Oo not bathe your dog within the first 24 hours after the 
product has been applied. If your dog is exhibiting signs of andfor is being treated for skin problems, talk to your veterinarian before 
applying any topical flea and tick control product. 

Oo not apply more often than once a [per[ month [every 30 days). 

For use on COGS and PUPPIES 8 weeks old or older. To repel and kill fleas, Ucks, and mosquitoes; to kill flea eggs, pupae and 
larvae, lice, and to aid in control of mites; to repel and prevent blood feeding by biting flies. Apply monthly according to directions for 
use. 

APPLICATION DIRECTIONS 

1. Remove one applicator from packaging. 
Hold applicator upright and remove cap. 

2. Invert cap and place other end back onto applicator tip. 
Push cap down to break seal. 
Remove cap prior to treatment application. 

3. Part dog's hair until skin is visible. 
Place applicator tip directly.against exposed skin. 

3a. For small dogs and puppies 8 weeks old or older weighing 5 to 10.9 lbs or weighing 11 to 22.9 lbs- Deposit 
entire contents by squeezing the entire applicator contents onto dog's skin, at 
a single site, between the shoulder blades as shown in diagram 3a. 

3b. For medium dogs 23-44.9 lbs or large dogs 45-88.9 lbs- Apply the product evenly to three spots on the dog's back, 
starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 3b, 
squeezing the applicator until empty. 

3c. For extra large dogs 89-132 lbs· Apply the product evenly to four spots on the dog's back, starting between the 
shoulder blades and conUnuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the 
applicator until empty. 

Ensure that EFFITixn-• Plus Topical Solution for Dogs is not applied superficially on dog's hair. 

EPA Reg. No. 2382-x.x:< page 2 of 7- Pending Masler label Submitted Februal)' 21, 2013 
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Insert 

FREQUENCY OF APPUCA TION 

Do not get the 
product m your dog's 

eyes or mouth 

( 

Bo not get the 
product in your dog's 

eyes or mouth 

Do not get the 
product ln your dog's 

e sormouth 

Fleas, flea eJigs, flea pupae, flea larvae, ticks, [biting and chewing) and lice infestations can be controlled witl1 monthly applications 
of EFFITIX' Plus Topical Solution for Dogs. Bi!ing flies and mosquitoes ale ]also] repelled by EFFITIX'"' Plus Topical Solution for 
Dogs. 

Fleas: EFFIT!xn.• Plus Topical Solution for Dogs can start killing adult fleas within 6 hours and lasts for ]up to] three months against 
adult fleas, flea eggs and flea larvae. Apply monthly if your dog has fleas that may cause Ilea allergy dermatitis (FAD}, or if re­
infestation is likel(. 
Ticks: EFFITIX' Plus Topical Solution for Dogs can kill ticks for at least a month. Apply monthly where tick control is consistently 
needed. 
Lice: EFFITIXr"' Plus Topical Solution for Oogs can kill biting and chewing lice for [up to] a month. Apply monthly where lice control 
is consistenHy needed. 
Mites: EFFITIX™ Plus Topical Solution for Dogs aids in ]the] control of [salcoptic mange]![ mite infestations that may cause sarcoptic 
mange}. 
Biting flies and Mosquitoes: When applied monthly, EFFITIX'"' Plus Topical Solution for Dogs ]prevents blood feeding by[ [and] 
]repels] biting flies and mosquitoes for up to 4 weeks [a [one} month}, Kills mosquitoes for up to four weeks (a [one) month}. 

Notes: Wait at least 30 days before re-application of EFFITIXr"' Plus Topical Solution for Dogs. Avoid contact with treated area until 
do. 

Back Panel (single presentation on insert] 
STORAGE AND DISPOSAL 

Oo not contaminate water, food, or feed by storage and disposal. 
STORAGE: Store unused product in original container only, out of reach of children and animals. 
PESTICIDE /CONTAINER DISPOSAL: If empty; Nonrefillable. Do not reuse or refill this container. Offer for recycling, if available. 
If partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down any indoor or 
outdoor drain. 

Inside Flap [single presentation on insert) 

LIMITED WARRANTY AND OISCLAIMER 

VIRBAC warrants this product only if it is used, stored and handled in accordance with the label instructions. The buyers and users 
are solely responsible for all risks of use and handling of this product when such use and handling are contrary to or differ from the 
label instructions. To the extent permitted by applicable law, any damages arising from a breach of this warranty shall be limited to 
direct damages only and shall not include any type Of consequential damages. 

How supplied: For easy and convenient application, EFFITIX'"' Plus Topical Solution for Dogs is available in sizes for puppy/toy 
dogs 8 weeks old or older and 5 to 10.91bs (0.017 oz)/(0.5 ml), small dogs t1 to 22.9 lbs (0.034 fl oz}/(1.0 ml), medium dogs 23-
44.91bs (0.068 fl oz]/(2.0 ml}, large dogs 45-88.g lbs (0. f35 fl oz}/[4.0 ml), and extra large dogs 89-1321bs (0.203 fl oz)/(6.0 mL). 

Net Contents: 1 (3, 6 or 36) single-dose applicator(s) per package containing 0.5 ml, (1ml, 2ml, 4ml or 6ml}/ 0.017 fl oz, (0.034 fl 
oz, 0.068 fl oz, 0.135 fl oz, 0.203 fl oz) (of solution}. 

[Detachable) calendar [monthly application} reminder stickers (with illustration of dog or puppy] 

Back Panel (single presentation on side panel} 

EPA Reg. No. 2382-xxx 
EPA Est. No. 2382-FRA-1 

VIRBAC AH, INC. 
PO BOX 162059 
FORT WORTH TX 76161 
1-800-338-3659 

Made in France 
EFFITIX™ is a trademark ofVirbac SA 
Questions orcomments7 Call: 1-800-338-3659. 

EPA Reg. No. 2382-:<x:< page 3 of 7- Pending Masler label Submilled February 21, 2013 
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Text for Front Panel, Back Panel, Inside Flap and Side Panel 
See package insert(s) for directions for use and frequency of application 
See package insert for directions for use and storage and disposal 
See package insert for frequency of application and storage and disposal 
Open reseal able label for directions for use 
Open reseal able label for directions for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert(s) for frequency of application 
See enclosed insert{s) for directions for use and storage and disposal 
See endosed insert(s) for directions for use 
Lift here to open {LIFT HERE TO OPEN) 
For Use on Dogs ONLY 
Use ONLY on dogs 
See inside ftap for directions for use 

Text for Foil of Blister package 
Virbac 
EFFITIX"' Plus Topical Solution For Dogs 
Only for use on dogs {5 to 10.91bs,11 to 22.glbs, 23-44.glbs, 45·88.g lbs, 8s.-132 lbs)/(0.017 oz ,0.034 fi oz,0.068 fi oz, 0.135 fi oz, 
0.203 fi oz) (0.5 ml, 1.0 ml, 2.0 ml, 4.0 m!.., S.Oml) 
Contains fipronil {6.0%), permethrin {44.88%), and pyriproxyfen {1.8%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
EPA Reg. No. 2382-xxx 
00 NOT USE ON CATS 
CAT PROHIBITION ICON 

Text for Applicator Tube 
Virbac 
EFFITIX""PIUS 
Topical Solution For Dogs 
Only for use on dogs 
(51o 10.glbs, 11 to 22.glbs 2344.glbs, 45-88.91bs, 89-1321bs)l 
{0.017 fl oz, 0.034 fl oz, 0.068 fi oz, 0.135 fl oz. 0.203 fl oz) {! (0.5 ml (1.0 ml, 2.0 ml, 4.0 ml, 6.0ml)l 
Contains fipronil {6.0%), permethrin {44.8%), and pyriproxyfen (1.8%) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
00 NOT USE ON CATS 
EPA Reg. No. 2382-xxx 
CAT PROHIBITION ICON 

MARKETING CLAIMS 

{Multiple infestations! 
For con.,..enient, quick-acting,long-lasling, effecti"e control of fleas. flea eggs. flea pupae, flea larvae, ticks, mosquitoes. 
and lice. 
[When] Applied topically on a monthly basis, EFFITIXT"' Plus Topical Solution for Dogs repels and kills fleas, ticks and 
mosquitoes, kills flea eggs, flea tarvae, (biting, chewing! lice, aids in the control of sarcoptic mites, and repels ]and inhibits 
blood feeding by! biting flies and mosquitoes. 
[When] Applied topically on a monthly basis, EFFITIXIM Plus Topical Solution for Dogs repels and kills fleas, ticks and 
mosquitoes, kills flea eggs, flea larvae, {biting, chewing]lice, aids in the control of mites that may cause sarcoptic mange, 
and repels ]and inhibits blood feeding byl biling flies and mosquitoes. 
For easy and con.,..enient application, EFFITIX'M Plus Topical Solution for Dogs is a"ailable in sizes for puppy/toy dogs [8 
weeks old or older] and 5 to 10.9 lbs [0.17 fl ozK0.5 ml], small dogs 11 to 22.glbsl0.034 fl ozl]1.0 ml), medium dogs 23-
44.glbs {0.068 fl o<:~ {2.0ml], large dogs 45-88.91bs {0.135 fi oz] (4.0 ml], and extra large dogs 89-1321bs [0.203 fl oz] 
]6.0 ml]. 
EFFITIX""" Plus Topical Solution for Dogs contains the active ingredients fipronil, permethrin, and pyriproxyfen which 
control infestations caused by fleas, flea eggs, flea pupae, flea larvae, ticks and lice; repel (against! biting flies, and repel 
and kill mosquitoes. 
Kills fleas, flea eggs, flea larvae, ticks, lice and mosquitoes, repels biting flies and mosquitoes 
Repels and kills fleas and ticks 
Repels fleas, ticks, biting flies and mosquitoes 
Kills and repels ticks 
For the control and pre.,..ention of fiea, flea egg, flea pupae, flea larvae, ]and lice] infestations 

EPA Reg. No. 2382-);.xx page 4 of 7- Pending Master I abet Submitted February 2 t, 2ot3 
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Research has shown that flea, flea egg, flea pup,ae, flea larvae, tick (biting and chewing) lice infestations, can be 
controlled with month.,\Y applications of EFFITIX "' Plus Topical Solution for Dogs. Biting flies and mosquitoes are [also] 
repelled by EFFITIXr Plus Topical Solution for Dogs. 

• Effective montllty application against fleas, flea eggs, flea pupae, flea larvae, ticks and mosquitoes 
• Kills fleas, flea eggs, flea larvae, ticks and mosquitoes for up to one month 
• Montllly application is recommended for control and prevention of fleas, flea eggs, flea pupae, flea larvae, ticks and 

mosquitoes 

[Fleas] 

long tasting flea. flea egg, flea pupae, flea larvae, tick and mosquito control for your pet 
EFFITtX"" Plus Topical Solution for Dogs is indicated for the pre~ention and control of fleas, flea eggs, flea pupae, flea 
larvae, ticks, biting flies, mosquitoes, and lice on dogs 8 weeks of age and older 
Helps to relieve your dog's pain [discomfort] by controlling flea, flea egg, flea pupae, flea larvae, tick and lice infestations 
Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever. babesiosis. anaplasmosis, ehrlichiosis, 
hepatozoonosis and heartworm disease. 
Kills fleas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in control of sarcoptic mites 
Kills fleas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in control of mites that may cause sarcoptic mange 
Kills and repels fleas, ticks, and mosq~itoes. 

Fleas: EFFtTtxr"' Plus Topical Solution for Dogs can kill adult fleas in 6 hours and adult fleas, flea eggs and flea larvae for 
up to three months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD], or if reinfestation is 
likely. 
Kills newly emerged adult fleas prior to egg laying 
Fleas, flea eggs, and flea larvae in the dog's environment are killed following contact with EFFITIXT"' Plus Topical Solution 
for Dogs 
Pre~ents all flea stages (adult fleas, flea eggs, flea p~pae and flea larvae) 
Prevents development of all flea stages (flea eggs, flea pupae and flea larvae] for up to [3 months) [90 days] 
Dual Action: fipronil and permethrin to kill adult fleas and pyriproxyfen to kill flea eggs and flea larvae 
With pyriproxyfen (tGR]' to break [tile[ flea life cyde 
•insect growth regulator 
Kills fleas [within 6 hours] that may transmit bartonellosis, ]tularemia] (and tapeworm) 
Kills fleas (witllin 6 hours] that may transmit the following diseases: bartonellosis, [tularaemia) (and tapeworm infestations] 
Kills fleas [wilhin 6 hours] that may transmit the following diseases: bartonellosis and tularemia 
Rapid kilt of fleas is important in the prevention of the following diseases: bartonellosis and tularemia 
Acts to kilt fleas that may transmit the following disease: bartonellosis and tularemia 
Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum) 
Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms 
Kills fleas that may serve as hosts for life cycle intermediates of tapeworms 

• Kills (adutt] fleas (within 6 hours) til at may cause Flea Allergy Dermatitis]FAD] [or]]flea-bite anemia) 
Fleas do not ha~e to bite to die 

• Controls highly ]irritating] [annoying] [flea] bites 
EFFtTtX™ Plus Topical Solution for Dogs rapidly kills fleas tllat may cause FAD [Flea Allergy Dermatitis] 

• The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis [FAD] 

• EFFtTtX™ Plus Topical Solution for Dogs kitts fleas and may reduce the incidence of Flea Allergy Dermatitis [FAD] 
Kilts fleas which [that) may cause flea-bite anemia 

• Effecti~e monthly application against fleas, flea eggs, flea pupae, and flea larvae 
• Effective monthly control of fleas, flea eggs, flea pupae, and flea larvae 

Kills adutt fleas for up to one montll (4 weeks) 
• Prevents flea eggs from hatching or developing into larvae or adult stages [for up to [90 days] [3 months]] 

Kills adutt fleas, flea eggs, and flea larvae for up to three months (12 weeks[ however if your dog is susceptible to Flea 
Allergy Dermatitis [FAD] it is recommended to use monthly 
Kilts fleas, flea eggs, and flea larvae 
EFFITIX"" Plus Topical Solution for Dogs kills fleas, flea eggs, flea pupae, and flea larvae on your dog 

• Once a month topical flea control for dogs and puppies 8 weeks of age or older 
EFFITIX"" Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, and 
flea larvae on dogs and puppies 8 weeks of age and older 
One application pre~ents further flea infestations for up to [12 weeks] (three months). Apply monthly if your dog has fleas 
that may cause flea allergy dermatitis (FAD], or if reinfestatiOn is likely. 

• Monthly treatment [all year) is recommended for control and prevention of fleas, flea eggs, flea pupae, and flea larvae 
• Provides ongoing protection against fleas and the following diseases: bartonellosis,[tutaremia[[and tapeworm infestations] 

tlley may transmit for one month 
• Stops existing flea infestations by rapidly killing adult fleas, flea eggs, and flea larvae 

Kitts fleas before they lay eggs 
• Stops existing flea infestations by killing adult fleas, flea eggs, and flea larvae 

Prevents [Stops] re-infestations by killing adult fleas (before they lay eggs) 

[Ticks] 

Treatment with EFFITIXT!o\ Plus Topical Solution for Dogs rapidly kitts fleas which may cause flea allergic dermatitis [FAD] 
or flea bite hypersensiti~ity 
Controls flea problems 
Provides flea protection 
Use flea [prevention[ [protection) year-round 

EPA Reg. No. 2382-x.xx page 5 of 7- Pending Mast~r label Submitted February 21,2013 
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Ticks: EFFITIXn~ Plus Topical Solution for Dogs can kill ticks for [up to] at least]one] month. Apply monthly where tick 
control is consistently needed. 

• Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks ]that may transmit Lyme 
disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis] 

• Kills ticks including Deer ticks [that may transmit Lyme disease and anaplasmosis), American dog ticks (that may transmit 
Rocky Mountain Spotted Fever}, Brown dog ticks [that may transmit ehrlichiosis], and Lone Star ticks [that may transmit 
hepatozoonosis[ for up to one month [4 weeks[ 
Kills ticks including Deer ticks [that may transmit Lyme disease and anaplasmosis], American dog ticks [that may transmit 
Rocky Mountain Spotted Fever], and Brown dog ticks [that may transmit ehrlichiosis] for up to one month ]4 weeks]. 
Kills Brown dog ticks [Rhipicephalus spp], American dog ticks [Oermacentarvariabilis], Deer ticks [fxodes spp] and 
Lone Star ticks [Ambfyomma amelicanum] for up to one month [4 weeks]. 
Kills Lone Star ticks (Amblyomma americanum) for 4 weeks )for up to one month[. 

• Effective monthly application against ticks 

[Mosquitoes and biting flies] 
Kills mosquitoes 

• Kills mosquitoes for up to 28 days ]four weeks] [a [one] month} 
Repels and inhibits blood feeding by biting flies and mosquitoes 

• Biting fiies and mosquitoes: When applied monthly, EFFITIX™ Plus Topical Solution for Dogs [prevents blood feeding by] 
[and] [repels} biting flies and mosquitoes for [up to]4 weeks [a [one} month] 

• Repels and kills mosquitoes for up to four [4) weeks 
Prevents blood feeding by mosquitoes 

• Repels and prevents ]inhibits} blood-feeding by biting flies 
Repels and kills mosquitoes often before they have a chance to take a blood meal 

• [[Prevents blood-feeding by] [Kills and repels)] mosquitoes 
Repels biting flies 

• Repels [[annoying][bothersome][nuisance]) biting flies 
Inhibits [Jannoying]Jbothersome ][nuisance]) biting flies 

• [[Prevents][inhibits]J blood-feeding by biting flies 
Kills mosquitoes that may carry heartworm disease 

• Repels and kills mosquitos [Culex spp, Ochferota/us spp, Aedes spp] which may vector heartworm [Dirofilaria immilisj for 
one month 

)Lice and Mites] 
• Lice: EFFITIXTM Plus Topical Solution for Dogs can kill biting and chewing lice for a [one} month. Apply monthly where lice 

control is consistenUy needed. 
Mites: [EFFITIXrn Plus Topical Solution for Dogs] aids in ]the] control of mites that may cause sarcoptic mange. 

• Mites: [EFFITIXrM Plus Topical Solution for Dogs] aids in [the] control of sarcoptic mites 
EFFITIXrn Plus Topical Solution for Dogs aids in (the} control of mites that may cause sarcoptic mange. 

• [When applied monthly], EFFITIX™ Plus Topical Solution for Dogs aids in [the] control of sarcoptic mange. 
Aids in [the] control of sarcoptic mange mite infestation 

• Kills chewing and biting lice 
[Also) Kills lice and aids in control of mites that may cause sarcoptic mange 
)Also) Kills lice and aids in control of sarcoptic mites 

• Controls existing chewing/biting lice infestations 
Kills Qbiting] [chewing]) lice 

• For control and prevention of [[biting] [chewing]]lice [infestations] 
Stops existing [[biting] [chewing]] lice infestations 

• Prevents and controls [[biting) [chewing}[ lice [infestations] 
Provides effective control of [[biting[ ]chewing][ lice [infestations) 

• Kills [[biting] [chewing]] lice and prevents further infestations 
For control and prevention of)infestationffwith} Ubiting]]chewing]]lice 

)Others) 
• 1 [3, 6, 36} applicator[s} [tube[s]J 0.5 ml [t.O ml, 2.0 ml, 4.0 ml, 6.0 ml) 

1 (3, 6, 36) applicator(s} [tube[sO 0.017 fl oz [0.034fl oz, 0.068 fl oz, 0.135 fl oz, 0.203 fi oz) 
• 1 [3, 6, 36) applicator[s} [tube[s]} O.Of7 fl oz [0.5 ml], [0.034 fi oz[t.O ml], 0.068 fl oz [2.0 ml], 0.135 fl oz [4.0 ml}, 0.203 

fl oz [6.0 mL)) 
• 1 [3, 6, 36} applicator[s} [tube]s]] (each) containing O.Ot7 fi oz [0.5ml] (0.034 fl oz] 1.0 ml], 0.068 fl oz [2.0 mL[, 0.135 fl 

oz [4.0 ml], 0.203 fl oz [6.0 mL)) 
t (3, 6, 36} applicator[s) [tube[s]) 
t (3, 6, 36) monthly dose(s) (application[s]) 
t (3, 6, 36} applicator(s} [tube[s]) 1 [3, 6, 36} month(ly) dose[s} (application[s} 
DO NOT USE ON CATS 
This product is only for use on dogs and puppies 8 weeks of age or older and weighing 5 to 10.g lbs, weighing 1 t to 22.g 
lbs, weighing 23 to 44.g lbs, weighing 45 to 88.91bs, weighing 89 to 1321bs) 
Easy and convenient application ]applications) 
Remains effective for a [one] month [4 weeks) for fleas, flea eggs, flea larvae, flea pupae, ticks, mosquitoes and biting flies 
Stops existing infestations and prevents establishment of new infestations for fleas and ticks 
Reinfestation of fleas, ticks and mosquitoes, [biting, chewing]lice and biting flies is prevented for a [one) month 
Convenient topical treatment for dogs 

EPA Reg. No. 2382-x.x.x page 6 of 7- Pending Master label Submitted February 2 I, 2013 
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• Quick onset of activity 
Persistent efficacy through 30 days 

• Prevents ]re-]infestation for one month 
Once monthly application 

• Quick drying, non-greasy 
• [Convenient] [to use] Easy ]to apply] spot-on ]topical] application 

Fragrance ]odor] free 
• No noticeable odors 
• Single application lasts 4 weeks [one montl1] [30 days] 

Easy to use applicator makes treatment simple [trouble free, smooth[ 
• Convenient, easy to apply topical solution 
• Convenient, easy to apply and fragrance free topical solution 

Starts working by [on] contact 
• ]In] child-resistant packaging 

Convenient [to use], easy to apply ]topical solution] 
• EFFITIXm Plus Topical Solution for Dogs remains effective after ba\hing, shampooing, water immersion. or sunlight 

exposure. 
• Waterproof ]remains effective after bathing and swimming] for up to four weeks ]a monlh]]one monlh] 

Remains effective after exposure to sunlight 
Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
Remains effective even after bathing [and swimming] 
Remains effective after exposure to rain andfor sunlight 
Slill works after balhing, swimming or exposure to sunlight 
Maintains residual efficacy after bathing and swimming 
Remains effective after bathing [and swimming] [[for a month[ [for one month] [for up to four weeks][ 
For dogs tl1at enioy tl1e outdoors 
For indoor and ouldoor dogs 
Convenient topical treatment for dogs wt1o enjoy the outdoors 
Formulated for dogs tl1at love tl1e outdoors 
For dogs tl1at enjoy the outdoors 
Sold by veterinarians 
Illustration of flea life cycle 
Illustration of tick life cycle 
Illustration of mosquito life cycle 
Illustration of mite life cycle 
Illustration of louse life cycle 
Illustration of flea 
Illustration of tick 
Illustration of mosquito 
Illustration of mite 
Illustration of louse 
Picture or illustration of a dog [or puppy] 
Picture or illustration of the Virbac logo 
Picture or illustration of the primary package ]applicator tubes] 

EPA Reg. No. 2382-xxx page 7 of 7- Pending MaslCT label Submitted February 21, 2013 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFI'Kt OF nm~IIC\1. SAH:TY Ai'o'D POLLt:TIOX PnEVE~TIO">: 
OFFICE OF PESTICIDE PROGRA:\IS 
REG ISTR,,TIOC\ DI\'ISIOC\' (75051') 

BARCODE No,; 407438; DECISION No.: 468313 FILE SYMBOL No,; 2382-ROE: 
PRODUCT NAME: Effitix TM Plus Topical Solution for Dogs; ; 
PC Code(s): 129121. 129032 & 109701; Action Code: R310; FOOD Use: No 

DATE: January 25,2013 

SUBJECT: Product Name: Effipro Plus Topical Solution for Dogs 

FROM: Aldva Abramovitch, Ph.D. 
Technical Review Branch I RD (7505P) 

THROUGH: Shyam Mathur, Ph.D. 
Product Chemistry Team Leader 
Technical Review Branch/RD (7505P) 

TO: Driss Benmehend!Richard Gebken, PM 10 
Insecticide Branch/ RD (7505C) 

Company Name: Virbac 
Formulation Type: Spot-On Solution 

INTRODUCTION: 

The applicant has submitted an application for registration of a new end use product. In support of 
the registration application, the registrant has submitted product chemistry data corresponding to 
guideline 830 series, group A & group B (MRJDs 488963-01 through -08). The CSF of the basic 
formulation (dated 07115/2012) was submitted along with the product label. TRB has been asked to 
determine the acceptability of the product chemistry data and the proposed basic CSF dated October 
15, 2012 and Alternate CSF #1 dated July 12, 2012. 

SUMMARY OF FINDINGS: 

1. Name of Active Ingredient: Fipronil (6.0%), permethrin (44.8%) and Pyriproxyfen (1.8%). 

2. Has the registrant claimed substantial similarity to a registered product? 

[]Yes; [X] No; if yes give the registration number of the cited product. 

3. All the source materials for the active ingredients are derived from the registered sources: 
[X] Yes; []No. 
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BARCODE No~ 407438; DECISION No.: 468313 FILE SYMBOL No.: 2382-ROE; 
PRODUCT NAME: Effitix TM Plus Topical Solution for Dogs; ; 
PC Code(s): 129121. 129032 & 109701; Action Code: R310; FOOD Use: No 

4. All inert ingredients have been screened by liAB and found to be approved for the proposed 
labeled uses: [X] Yes; [] No. 

5. Confidential Statement ofFormula(s): 

[X] Basic CSF Dated: July 12. 2012; 
[X] Alternate CSF #I Dated: July 15,2012 

6. Product label 

a. Ingredient statement: Nominal concentration of Allisted on CSF(s) concur with product label 
(PR Notice 91-2). 

b. 

[X] Yes, if not, explain below: 

Is the sub statement in compliance with PR Notice 97R6 (inert ingredient vs other ingredient)? 
[X] Yes; [] No; if not, explain below: 

Metallic equivalent: [ ] Yes [X] NA; 
Soluble arsenic: [ ] Yes [X]NA 
Isomeric ratios: [ ] Yes [X]NA 
Acid equivalent: [ ] Yes [X] NA; {name} acid equivalent= xx% 

Health related sub statements: Product contains? 

Petroleum distillate at> 10%: [ ] Yes [X] No [ ]NA 
Methanol at> 4%: [ ] Yes [X] No [ ]NA 
Sodium nitrate/Sodium nitrite [ ] Yes [X] No [ ]NA 

c. Physical chemical hazard statement: Product label requires a statement per 40 CFR §156.78 
for: flammability, explosive potential or electric insulator breakdown? 
[ ]Yes [X]No 

ls the sub statement in compliance with PR Notice 98-6 (Total Release Fogger)? 
[ ] Yes, [ ] No, [X] NA, if not, explain below: 

d. Label requires an additional Storage and Disposal statement: 
[]Yes [X]No 

2 
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BARCODE No,_; 407438; DECISION No.: 468313 FILE SYMBOL No.: 2382-ROE; 
PRODUCT NAME: Effitix TM Plus Topical Solution for Dogs; ; 
PC Codc(s): 129121.129032 & 109701; Action Code: R310; FOOD Usc: No 

7. Group A: Product Chemistry Data 

TRB's determination ofthe acceptability for the proposed product is listed in the tables below. 

Data submitted TRB's 
Guideline Assessment 
No. Study Title 

Yes No of Data MRIDNos. 

Product Identity & 
830.1550 Comnosition X A 488963-01 

Description of materials used 
830.1600 to nroduce the nroduct X A 488963-01 

Description of formulation 
830.1650 I nrocess X A 488963-01 

Discussion on the formation 
830.1670 of imnurities X A 488963-01 
830.1700 Preliminarv analvsis X A 488963-02 

Standard 
certified X A 

Certified Limits 
limits 
(158.350) Pro nosed Limits NA 

Justification for 
830.1750 wider limits NA 488963-01 

Enforcement analytical A(HPLC 
830.1800 method X method) 488963-02 

A= Acceptance, N =Not Acceptable, G =Data Gap, W = Waiver Request, I= In Progress, 
NA ~Not Applicable; U ~ Upgradeab!e 

8. GroupB: 

Guideline Study Title Value or Qualitative TRB's MRIDNos. 
No. Description Assessment 

of Data 

830.6303 Phvsical State Clear vellow oderless liauid A 488963-03 

830.6315 Flammabilitv 97.3'C flashpoint A 488963-05 

3 
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BARCODE No~ 407438; DECISION No.: 468313 FILE SYMBOL No.: 2382-ROE; 
PRODUCT NAME: Effitix TM Plus Topical Solution for Dogs; ; 
PC Code(s): 129121. 129032 & 109701; Action Code: R31 0; FOOD Use: No 

NA, not considered to be 
830.6316 Explodability potentially explosive w 
830.7000 [pH 6.32 I% solution at 22 C A 

830.7300 Density (units) 1.1 163 g/cm3 A 

A= Acceptance, N =Not Acceptable, G =Data Gap, W =Waiver request, 
NA ~Not applicable, I~ In progress, U ~ Upgradeable 

CONCLUSIONS: 

488963-07 

488963-08 

TRB has reviewed the CSF(s) and product chemistry data for the proposed end use product and 
has concluded: 

I. The proposed CSF for the basic formulation dated July 12, 2012 and the Alternate CSF #I 
dated July 15,2012 are acceptable 

2. The data submitted corresponding to guidelines 830.1550 (product identity and composition), 
830.1600 (description of materials used to produce the product), 830.1650 (description of 
formulation process), 830.1670 (discussion on the formation of impurity), 830.1750 (certified 
limits), and 830.1800 (enforcement analytical method) are acceptable. 

3. The product chemistry data submitted corresponding to guidelines 830.6302 (color), 830.6303 
(physical state), 830.6304 (odor), 830.6314 (oxidation/reduction), 830.6315 (flammability), 
830.6316 (explodability), 830.7000 (pH), 830.7100 (viscosity), and 830.7300 (density) are 
acceptable. 

4. The storage stability (guideline 830.6317) and corrosion characteristics (guideline 830.6320) 
studies were not submitted and will be conducted. These physical/chemical properties are 
required and it is recommended that observations should be made at 0, 3, 6, 9, and 12 month 
intervals. 

5. The proposed label was screened as it pertains to the product chemistry requirements. 
Review of the proposed label and uses are the purview of the RM team. 

4 
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DATA PACKAGE BEAN SHEET 
Date: 10-Dec-2012 

Paget of3 

( 

* * * Registration Information*** 

Registration: 2382-ROE- EFFITIX TM PLUS Topical Solution for Dog,~sc_ __ 

Company: 2382- VIRBAC AH, INC. 

Risk Manager: RM 10- Richard Gebken- (703) 305-6701 Room#~!'_! S-7~~-~~-­

Risk Manager Reviewer: Driss Be,co~m~h•~o~d~D~B~E~N~M~H~E~N~--------------

Sent Date: PRIA Due Date: 23-Feb-2013 
---

Type ot Registration: Product Registration -Section 3 

Decision#: 468313 

DP #: {407438) 

PRIA 

Parent DP #: 

Submission#: 921393 

E..Sub #: 3261 

Edited Due Date: 
--

Action Desc: (R310) NEW PRODUCT; NON-FAST TRACK (INCLUDES REVIEWS OF PRODUCT CHEMI$1 

Ingredients: ~~ pag~•~3,_ _________________ _ 

* * * Data Package Information * * * 

Expedite: 8 Yes 0 No Date Sent: 10-Dec-2012 Due Back: 

DP Ingredient ,S~"=''~'~'~''------------

DP Title: Initial application for a new spot-on product 

CSF Included: 8 Yes 0 No Label Included: 8 Yes 0 No Parent DP #: 

AssignedTo D~~ DateOut / 

Ocgooi"l~ ?I\(!) J'.l_<..,\- C_"f-g_'llj;-'1 ') ~-- Last Possible Science Due Date: 24-Jan-201 

Team Name: ~E.4A=; _______ Science Due Date: 

Reviewer Name: ~---------- Sub Data Package Due Date: 

Contractor Name: 

* * * Studies Sent for Review* * * 

Printed on Page 2 

* * *Additional Data Package for this Decision * * * 
Can be printed on its own page 

* * * Data Package Instructions * * * 
Virbac has requested the registration ot this fipronil/permethrintnylar product. 

~I'm requesting an expedited review, as the jackel with t5 volumes ot dala has been missing since inilially received . 

......_Attached is the 8570- t 
\ "fransmitlallelter 
~Basic CSF and 1 Alternate CSF. 
~ Data Matrix 
~Formulator's exemption statement 

Copy ot proposed label. 

This is the product chemislry package. 
All of the studies referenced are in documentum, so there are no hard copies to send with this BEAN. 
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DP#: {407438) 

488g630t 

48896301 

488g6301 

48896301 

48896301 

488g6302 

488g6302 

48896303 

48896303 

48896303 

48896304 

48896305 

488g6306 

48896307 

Page 2 ( 
* • *Studies Sent for Review**" 

Project Number: -viiREIAC:iiii4i1'iii1/cicii. 
Unpublished study prepared by Virbac. 54p. 
VIllard, I. {2012) Product Specific Chemistry 
For Effitix Plus Topical Solution for Dogs. 
Projecl Number: VIRBAC/104/16/1/0CR. 
Unpublished study prepared by Virbac. 54p. 
VIllard, I. {2012) Product Specific Chemistry 
For Effitix Plus Topical Solution for Dogs. 
Project Number: VIRBAC/to4/t6/1/0CR. 
Unpublished study prepared by Virbac. 54p. 
VIllard, I. {20 t2) Product Specific Chemistry 
For Effitix Plus Topical Solution for Dogs. 
Projecl Number: VIRBAC/104/1611/0CR. 
Unpublished study prepared by Virbac. 54p. 
Villard, I. {2012) Product Specific Chemistry 
For Effitix Plus Topical Solution for Dogs. 
Project Number: VIRBAC/104/t6/VOCR. 
Unpublished study prepared by Virbac. 54p. 
Villard, I. {2012) Product Specific Chemistry 
For Effitix Plus Topical Solution for Dogs. 
Project Number: VIRBAC/104/16/t!OCR. 

830.1600/Description of 
malerials used to produce1he 
product 

830.1620/Description of 
production process 

830.1650/Description of 
formulation process 

830.1670/Discussion of 
formation of impurities 

830.1750/Certified limNs 

Decision#: (468313) 

Pass {t4-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Unpublished study prepared by Virbac. 54p. 
Schoop, T. {20 t2) 104.16: Quantification of 
the Active Ingredients Fip-onil, Permethrin and 
Pyriproxyfen in Five Balches by Validated 

830.1700/Preliminary analysis Pass (14-Aug-20t2) 

Methods: Final Report. Project Number: 
D42226/0CR. Unpublished study prepared by 
Harlan Laboratories, Ltd. 79p. 
Schoop, T. {20t2) t04.16: Quantification of 830.1800/Enforcement 
the Active Ingredients Fipronil, Permethrin and analytical method 
Pyriproxyfen in Five Batches by Validated 
Methods: Final Report. Projecl Number: 
D42226/0CR. Unpublished study prepared by 
Harlan Laboratories, Ltd. 79p. 
Kuhne, M. {2011) 104.16: Determination of the 830.6302/Color 
Physico-Chemical Property "Appearance 
(Color, Physical State and Odor)": Final 
Report. Project Number: D42327/DCR. 
Unpublished s1udy prepared by Harlan 
Laboratories, Ltd. 24p. 
Kuhne, M. {2011) 104.16: De1ermination of1he 830.6303/Physical state 
Physico-Chemical Property "Appearance 
{Color, Physical State and Odor)": Final 
Report. Project Number: D42327/0CR. 
UnpubHshed study prepared by Harlan 
Laboratories, Ltd. 24p. 
Kuhne, M. (2011) 104.16: Determinalion of1he 830.6304/0dor 
Physico-Chemical Property "Appearance 
{Color, Physical State and Odor)": Final 
Report. Project Number: D42327/0CR. 
Unpublished study prepared by Harlan 
Laboratories, Ltd. 24p. 
Schoop, T. (2012) 104.16: Determination of 830.6314/0xidizing or 
Oxidalion/Reduction: Chemical Incompatibility: reducing action 
Final Report. Project Number: D42305/0CR. 
Unpublished study prepared by Harlan 
Laboralories, l1d. 33p. 
Kuhne, M. {2011) 104.16: Determination of the 830.6315/Fiammability 
Physico-Chemical Property "Flash Poinl": 
Final Report. Project Number: D42316/0CR. 
Unpublished study prepared by Harlan 
Laboratories, Ltd. 29p. 
Kuhne, M. {2011) 104.16: "Determination of 830.7100Niscosity 
the Physico-Chemical Property 'ViscosMy". 
Projecl Number: D42272/0CR. Unpublished 
study prepared by Harlan Laboratories, L1d. 
33p. 
Kuhne, M. {2011) 104.16: De1ermination of the 830.7000/pH 
Physico-Chemical Property "pH": Final Report. 
Project Number: D42294/0CR. Unpublished 
study prepared by Harlan Laboratories, L1d. 
27p. 

Pass (14-Aug-2012) 

Pass {t4-Aug-2012) 

Pass {14-Aug-2012) 

Pass {t4-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-2012) 

Pass (14-Aug-20t2) 

Pass {14-Aug-2012) 
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• • • ProdUt .... and Data Package Ingredients • • • 
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UNITED STATES ENVIRONlvlENTAL PROTECTION AGENCY 
\V ASI-IINGTON. D.C. 20460 

OFFICE OF 
CIIEMICAL SAFETY AND 

POLLUTION PREVENTION 

f 
MEMORANDUM: 

'~ From: Kevin Sweeney, Senior Entomologist 

Date: February 18,2013 

Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD 

DP barcode: 407443 
Decision no.: 468313 
Submission no: 921393 
Action code: R310 
Product Name: Effitix TM Plus Topical Solution for Dogs 
EPA Reg. No or File Symbol: 2382-ROE 
Formulation Type: RTU spot-on 
Ingredients statement from the label with PC codes included: 6.0% fipronil (pc code: 
129121) 44.8% permethrin (pc code: 109701) and 1.8% pyriproxyfen (pc code: 129032) 
Application rate(s) of product: prescribed sized vials are applied. The number of vials 
applied to an animal is dependent upon animal weight. 
Use pattern: dog spot-on products 
OCSPP Guidelines: 810.3300 

I. Action Requested: Review cited studies and new product label. 

II. Background: Registrant cited data and submitted one MRID that summarizes the cited 
efficacy data. The label for this product is the same as for EPA Reg. No. 2382-187, Effitix 
Topical Solution for Dogs, which contains 6.0% fipronil and 44.8% perrnethrin -the same level 
of adulticides found in the pending product. The insect growth regulator (lGR) the pyriproxyfen 
at a concentration of 1.8% has been added to the pending product to effect flea development. 
The new directions and marketing claims are based on the activity of this lGR against fleas. 
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III. Study Reviews: 

MRID 48896314 Summary of Efficacy Data for Effitix Plus Topical Solution for Dogs. 

This volume summarizes the finding and data in the following studies: 

Virbacdata:48510701,48467122,48467123,48467124,48467125,48467126,48446127, 
48446128,48467129 

Fipronil efficacy data: 

~erial:43212114,43212115,43212116,43212119,43212120,43212121,43212122, 

43444901,435777701,43577712,43577713,43951701,44088901,44942011,44942106, 
45618501,45620502,45620503,45628104,45628105,45866901,43577712,43121114, 
43121115,43121117,43121122,43121118,45620504,45620505,45620506,43444901, 
43577701,43951701,45612701,45620503,45866901,45620501,45628102,45628103, 
45628201,45866902,46019202,46019201 
Coopers' Animal Health: 41038802,41038803 
Hartz ~ountain Corporation: 431372202, 431372203, 43111607 
Ecto Development Corporation: 43396409,43396410,41683903,43396409,43396410 
Wellmark: 46006002, 
Bayer: 46978901 

Permethrin efficacy data: 

Cooper's Animal Health: 4225690 I 
Ecto Development Corporation: 43396409 and 43396410 

Pyriproxyfen efficacy data: 

Virbac AH, Inc.: 44900904 and 45020601 

IV. ENTO~OLOGIST'S CO~~ENTS AND RECO~~ENDATIONS: 

1. The label is acceptable provided the following marketing claims are removed: 

• "Prevents all immature flea stages in the dog's environment from developing." 
• "Sterilizes and kills adult fleas.". 

2 
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UNITED STATES ENVIRONMENT,,L PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

January 11,2013 

OFFICE OF CIIniiCAL SAFETY 
A1\D POLLl'TIO"-' PUE\'EC\TIO" 

OFFICE OF PESTICIDE PIWGHA,\IS 
UEGISTRATIO" DJ\'IS!Oi'i" {7SOSP) 

MEMORANDUM: Acute Toxicity DERs for 2382-ROE 

Subject: Name of Pesticide Product: 
EPA Reg, No, /File Symbol: 

EFFITIXTM PLUS TOPICAL SOLUTION FOR DOGS 
2382-ROE 

DP Barcode: DP 407435 
Decision No.: 468313 
Action Code: R310 
PC Code: 109701 (Permethrin: 44,6%) 

129121 (Fipronil: 6,0%) 
129032 (Pyriproxyfen: L8%) 

From: Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

To: Driss Benmhend/Richard Gebken RM I 0 

Registrant: 

Insecticide Branch 
Registration Division (7505P) 

VIRBAC AH, INC, 

FORMULATION FROM LABEL: 

Active Ingredient(s): 
129121 Fipronil 
I 0970 I Permethrin 
129032 Pyriproxyfen 
Other Ingredients: 

TOTAL 

0 "'()~ 
~j , ll- 'l-~''3 

.._~-

~, 

~ 

bywt 
6.0% 

44.8% 
1.8% 

47,4% 
100,0% 

ACTION REQUESTED: "Virbac has requested the registration of this fipronil/permethrin/nylar 
product ... This is the acute toxicology package. All of the studies referenced are in Documentum, so 
there are no hard copies to send with this bean." 

I 
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COMMENTS AND RECOMMENDATIONS: 

I. The five acute toxicity studies (MR!Ds 48896309 through 48896313) have been classified as 
acceptable, and TRB concludes that a waiver of the inhalation study (with assignment to toxicity 
category IV by this exposure route) is appropriate. These five studies and the inhalation study 
waiver satisfy the acute toxicity data requirements for the registration of EPA File Symbol 2382-
ROE. 

2. Based on the results of the five studies and inhalation study waiver, the following is the acute 
toxicity profile of EPA File Symbol2382-ROE: 

Acute oral toxicity Ill Acceptable MRID 48896309 
Acute dermal toxicity Ill Acceptable MRID 48896310 
Acute inhalation toxicity lV Waived n/a 
Primary Eye irritation Ill Acceptable MRID 48896311 
Primary Dermal Irritation IV Acceptable MR!D 48896312 
Dermal Sensitization Negative Acceptable MRID 48896313 

3. Based on the acute toxicity profile as well as information from the Confidential Statement of 
Formula and the uses indicated on the proposed label, the following is the precautionary and first 
aid labeling for 2382-ROE as obtained from the TRB Label Review System: 

PRODUCT ID #: 002382-00192 

PRODUCT NAME: EFFITEX® PLUS TOPICAL SOLUTION FOR DOGS 

PRECAUTIONARY STATEMENTS 
SIGNAL WORD: CAUTION 

Hazards to Humans and Domestic Animals: 

Harmful if absorbed through skin. Harmful if swallowed. Causes moderate eye irritation. Avoid contact with 
skin, eyes or clothing. Wash thoroughly with soap and water after handling and before eating, drinking, 
chewing gum, using tobacco or using the toilet. Wear long-sleeved shirt and long pants, socks, shoes, and 
gloves. Remove and wash contaminated clothing before reuse. [Wear protective eyewear.]* 

*[Protective eyewear may be specified, if appropriate]. 

First Aid: 

If on skin: 
-Take off contaminated clothing. 
-Rinse skin immediately with plenty of water for 15-20 minutes. 
-Call a !XJison control center or doctor for treatment advice. 

If swallowed: 
-Call a poison control center or doctor immediately for treatment advice. 
-Have person sip a glass of water if able to swallow. 
-Do not induce vomiting unless told to by a poison control center or doctor. 
-Do not give anything to an unconscious person. 
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If in eyes: 
-Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing. 
-Call a poison control center or doctor for treatment advice. 

Have the product container or label with you when calling a poison control center or doctor or going for 
treatment. You may also contact 1-800-xxx-xxxx for emergency medical treatment information. 

4. This memorandum addresses only the acute toxicity data requirements for 2382-ROE; the 
companion animal safety data requirements for this product will be addressed in a separate action. 

5. The TRB Chemistry Team should review and accept the CSF dated July 12,2012. 
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Reviewer: Byron T. Backus, Ph.D. 
Risk Manager (EPA): 10 

Date: January 11,2013 

The following table is the Acute Toxicity Data Evaluation Record (DER) for the five studies and 
inhalation toxicity waiver request supporting the proposed product, File Symbol2382-ROE: 

!. DP BARCODE: 407435 
2. PC CODES: 109701 (Permethrin: 44.6%), 129121 (Fipronil: 6.0%), 129032 (Pyriproxyfen: 
1.8%) 
3. CURRENT DATE: January 11,2013 
Test material: test item 104.16, batch no. NDE 11257-2, a clear yellowish solution containing 6.6% 
w/v fioronil, 2.0% w/v ovriorox fen and 50.4% wlv oennethrin. Density: 1.114 g/cm3• 

Study/Species/Lab MRID Results Tox Core 
Studv #/Date Cat Grade 
Acute oral toxicity I rat 48896309 LDso(F)- 2000 mglkg [1/3 dosed III A 
Harlan Laboratories, 4452 at 2000 mglkg died]; Mortality: 
Itingen, Switzerland I Harlan 550 mglkg: Oil; 2000 mglkg: 113 
Laboratories Study D4217l/ (total of 4 animals dosed). Signs of 
Jan. 13,2012 I OCSPP toxicity: 550 mg/kg: dragging of 
870.1100; OECD 425 limbs, straub phenomenon (tail 

rigid; erected across back in an S-
shaped curve), hunched posture on 
days l-3, tachypnea on day 1, 
muscle twitching, decreased 
activity and/or ruffied fur on days 
2-3; similar effects were observed 
in the 2000 mg/kg animals. Rat 
that died did so on day 7. Gross 
necropsy: decedent had 
discoloured and dark red lungs; 
survivors were normal. 

Acute dermal toxicity I rat 48896310 LDso > 2000 mglkg (both sexes). III A 
Harlan Laboratories, 4452 No deaths. lM & IF vocalized 
ltingen, Switzerland I Harlan after being touched on day 1; 
Laboratories Study D42182/ otherwise no abnormal systemic 
Jan.l3,2012/0CSPP effects. 1M & IF showed slight 
870.1200; OECD 402 erythema on day 2. No abnormal 

findings at necropsy. 1M & 2F had 
slight weight losses day 1-8; all 
had wt gains day l-15. 

Acute inhalation toxicity I rat n!a Vapor pressures ofall3 actives IV w 
Waiver Request I OCSPP very low; maximum volume that 
870.1300; OECD 403 could be administered to a dog at 

one time would be 6 mL. 
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Primary eye irritation I rabbit 48896311 At I & 24 hrs 1/3 eyes was Ill A 
Harlan Laboratories, 4452 positive for conjunctival redness 
Itingen, Switzerland I Harlan (score of2). None of the eyes was 
Laboratories Study 042193 I positive at 48 hrs or subsequently. 
Jan. 16,2012/ OCSPP MMTS ~ 6.67 at I hr. 
870.2400; OECD 405 
Primary dermal irritation I 48896312 All sites scored 2 for erythema at I IV A 
rabbit I Harlan Laboratories, hr., and one site also scored I for 
4452 ltingen, Switzerland I edema. At 24 hrs all sites scored I 
Harlan Laboratories Study for erythema and one site also 
D42204/ Jan. 13, 2012/ scored I for edema. At 48 hrs one 
OCSPP 870.2500; OECD 404 site scored 1 for erythema; at 72 

hrs all scores were zero. PII = 

1.00; mean irritation score at 72 
hrs ~ 0.00. 

Dermal sensitization (Buehler)/ 48896313 A concentration of 100% was used Non A 
guinea pig I Harlan for induction and 15% in senw 
Laboratories, 4452 ltingen, diethylene glycol monomethyl Sl-

Switzerland I Harlan ether was used for challenge. tizer 
Laboratories Study 042215/ 
March21,2012/ 
OCSPP 870.2600; OECD 429 

Core Grade Key: A -Acceptable, S- Supplementary, U- Unacceptable, D- Data Gap 
n/a ="not applicable" 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

OFFICE OF CIIE\IIC'AL SAFF.TY 
A:-:D POI.I.Fr!O.'..; I'IU:Vf::'\TtO:'I/ 

OFJ'JO: OF PESTICIDE PROGRA.\!S 
REG!STRKI'IO:>: nt\'1510:0.: (75051') 

January 15,2013 

MEMORANDUM: Companion Animal Study Citations for 2382-ROE 

Subject: Name of Pesticide Product: EFFITIXTM PLUS TOPICAL SOLUTION FOR DOGS 
EPA Reg. No. /File Symbol: 2382-ROE 

From: 

To: 

Registrant: 

DP Barcode: DP 407441 
Decision No.: 468313 
Action Code: R31 0 
PC Code: 109701 (Permethrin: 44.6%) 

129121 (Fipronil: 6.0%) 
129032 (Pyriproxyfen: 1.8%) 

Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

Driss Benmbend/Richard Gebken RM 10 
Insecticide Branch 
Registration Division (7505P) 

VIRBAC AH, INC. 

FORMULATION FROM LABEL: 

Active Ingredient(s): 
129121 Fipronil 
I 0970 I Permethrin 
129032 Pyriproxyfen 
Other Ingredients: 

TOTAL 

bywt. 
6.0% 

44.8% 
1.8% 

47.4% 
100.0% 

ACTION REQUESTED: "Virbac has requested the registration of this fipronil/permethrin/nylar 
product. I'm requesting an expedited review ... This is the Companion Animal Safety study. The 
minimum size for the dog was not provided on the label. .. " 
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COMMENTS AND RECOMMENDATIONS: 

1. This package includes a listing of29 previously submitted companion animal safety studies. 
Copies of the data matrix, proposed label and other documents are available from Documentum. 

2. Virbac has previously registered (EPA Reg. No. 2382-187) a dog spot-on product with a label 
declaration of 6.01% Fipronil and 44.88% Permethrin as active ingredients. The additional active 
in 2382-ROE, Pyriproxyfen (or Nylar), has been demonstrated to have a very low toxicity to dogs, 
as shown in a 52-week capsule feeding study (MRID 42178309, included in the data matrix 
citations for 2382-ROE). The companion animal safety studies that were conducted on and/or 
used to support 2382-187 can also be used to support 2382-ROE, and can also be used by the / 
Agency to set dosage levels. The proposed dosage rates for 2382-ROE are the same as those 
given on the last accepted (August 28, 2012) label for 2382-187. -----3. In a TRB review dated October 13,2011 it was concluded that in a study in adult beagles (MRID 
48467117) the margin of safety in 10- to 20-kg adult beagle dogs administered 104.05 [End-use 
Product: Effitix™ Topical Solution for Dogs] is at least 5x the recommended dose (2.0 mL!dog). 
This companion animal safety study in dogs was classified as Acceptable/Guideline. 

However, there were two companion animal safety studies (MR!Ds 48467118 and 48487302) 
with 8 week old beagle puppies in which severe adverse effects were seen at the 5X level (5.0 
mL!puppy). Both of these studies were classified as Unacceptable/Guideline because an 
adequate margin of safety was not demonstrated. However, no adverse effects were observed 
at the 3X level (3.0 mL!puppy). 

4. EPA Reg. 2382-187 was registered for use on dogs 12 weeks of age and older with a minimum 
dosage rate of 1.0 mL for dogs weighing less than 22.9 lbs. The registrant then proposed a new 
dosage rate of0.5 mL for application to puppies to puppies 8 weeks of age or older and small dogs 
weighing between 4 and 10.9 lbs. This was accepted (because no adverse effects had been 
observed at the 3.0 mL/puppy dose in MRID 48467118) in a TRB memorandum dated August 13, 
2012. The maximum dosage rate of 0.5 mL to a 4-lb dog is equivalent to 0.28 mL/kg. 

5. Virbac subsequently submirted a study (MRID 48951001, not included in the list of studies cited 
by the registrant for 2382-ROE) on 1 0-week old beagle puppies as 6(a)(2) data. The adverse 
effects (including uncontrollable seizures which resulted in the euthanasia of one puppy) that 
occurred demonstrated that a dosage rate of 1.0 mL!puppy has a less than adequate (5X) margin of 
safety. The puppy that was euthanized was a male weighing 4.08 kg that received 5.0 mL, 
equivalent to 1.23 mL!kg; which when divided by 5 gives 0.245 mL/kg. In a review dated 
December 17, 2012 TRB recommended resetting the minimum weight to 5 lbs (=2.27 kg) which 
would result in a maximum IX dosage rate of0.22 mL/k:g·:.-----:=:=:::;---

-~ 
6. The cited companion animal safety studies ad~u ely suppoffth;proposed uses for 23 2-ROE, 

except the label dosage rates should be revised to ~ilY Slbs as the minimum we· ht rather 
than 4lbs. 
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&EPA 
United States 

Environmental Protection Agency 

Check iff his Is a new address 

O Resubmission in response to Agency letter dated-----

0 Notification- Explain below 

necessary. 

EPA Reg No. 

Product Name 

Agency letter dated:--------0 "Me Too· Application 

c::J O!her- Explain below 

Application for EFFITIX PLUS new product registration. PRIA Category R310. Please refer to attached letter. 

No No 

I 
Unit Packaging wgt. 
0.5 

that the statemen!S I have made on this true, accurate and compl~te, 
false or misleading statement may be punishable by line or imprisonment or 

!Stamped) 
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July 24, 2012 

U.S. Bank 
Govenunent Lockbox 979074 
1005 Convention Plaza 
SL-MO-C2-GL 
St. Louis, MO 63197 

RE: Check for 2012 PRIA Fees; Virbac AH, Inc. (EPA Co. Number 2382) 

Dear Sir or Madam: 

Please find eilclosed a check numbered 1016276 made out to the Envirorunental Protection 
Agency (EPA) in the amount of$4,807.00. This check fulfllls the financial obligations in support 
of an animal health pesticide, to be registered under the company Virbac AH, Inc. (EPA 
Company Number 2382). Also attached for reference are copies of the EPA Form 8570-1 with 
information on the registration of the with EPA. 

Should you have any questions about this application package, please do not hesitate to 
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

&ru 
Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 
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d Form Approve . OMB No, 2070-0060. Approva ex 1res 5-3 t-98 
Unilcd Slates 

&EPA Environmental Protection Agency 
Washington, DC 20460 

Formulator1s Exemption Statement 
(40 CFR 152.85) 

Applfcant's Name and Address EPA File Symbol/Registration Number 
Virbae Animal Health 2382-NEW 
P. 0. Box 162059 Product Name 
Ft. Worth, TX 76137 EFF1TJXH1 PLUS Topical Solution for Dogs 

Date of Confidential Statement of Formula (EPA Form 8570-4) 
Ju1y12,2012 

As an authorized representative of the applicant for registration of the product identified above, I certify that: 

(I) This product contains the fol!owing active ingredient(s):pennethrin 

(2) Of these, each active ingredient listed in paragraph ( 4) is present solely as the result of the use of that active ingredient in the 
manufacturing, fonnulation or repackaging another product which contains that active ingredient which is registered under FIFRA 
Section 3, is purchased by us from another producer, and is labeled for at least each use for which my product is proposed to be 
labeled. 

(3) Indicate by checking (A) or (B) below which paragraph applies: 

IX] (A) An accurate Confidential Statement ofFonnula (EPA FORJlil 8570-4) for the above identified product is atlached to this 
statement. That fonnula statement indicates, by company name, registration number, and product name, the source of the 
active ingredient(s) listed in paragraph (I) 

OR 

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8750-4) referenced above and on file with the EPA is complete, 
current, and accurate and contains the infonnation required on the current CSF 

(4) The following active ingredients in this product qualifY for the formulator's exemption 

Source 

Active lnl!rcdicnt Product Name 

Permcthrin  
 

Pyriproxyfen  
 

;!. ·JL 
Name and Title 
Vice President, Research & Development 

Signature ~ 

EPA Form 8570-27 (Rev. 8-95) 

•U.S. GPO: 1995-388-820120413 

Registrati-on Number 

 

 

Date 
August 3, 2012 

-While EPA copy 
Yellow- Applieanl copy 
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Virbac Effttix Plus 
8/2112 

( 
( 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER' 

Virbac Animal Health, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76161 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE' 

This submission is an application to register an end use product named EFFITIXTM Plus Topical Solution 
for Dogs. 

SUBMITTAL DATE' 

August 2, 2012 

~ ~ 
- I 

'Plus ~~ Fo; for Dogs 48896301 

2 . OOJ'ih,~ 
~ 

;~· in Five 48896302 
•bv 

3 · o of tho 
State, ';;::: ~·' ~ (Color, "J· 48896303 

- 4 
· o of• 

-~ 48896304 

I'-' 5 ~,;,;;hP~i~,;,n~~:,(; 48896305 

'---'6 · o of tho 
48896306 

i 
. >O~ '-., 7 

I oH 
Property 48896307 

'" 8 II' fihO 48896308 

1-'1... 9 
1 "'"''""i 
~ .• ,It 
)onna~ . ''''"""' 48896314 

15 I J;;; ·.;::;::; . • ,,;n, 48896315 
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August 2, 2012 

Richard Gebken, PM 10 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk (REGFEE) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: EFFITJX'M PLUS Topical Solution for Dogs (EPA File Symbol 2382-TBA); 
New Product Application. 

Dear Mr. Gebken, 

Virbac Animal Health (Virbac AH, Inc. P. 0. Box 162059, Ft. Worth, TX 76137, 
(Company Number 2382) is hereby submitting an application to register the spot-on pesticide 
product EFFIT:£XfM PLUS Topical Solution for Dogs. 

This product contains the active ingredients fipronil at 6.0% w/w, permethrin at 44.8%, 
and pyriproxyfen at 1.8 % w/w and is intended to control fleas, ticks, mosquitoes, and other 
pests in dogs only. 

As indicated on Fonn 8570-34, Virbac is using the selective method to address applicable 
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93, 
Virbac is issuing Offer to Pay letters to the submitters of data not owned by Virbac and cited in 
this application that were originally submitted to EPA within the past 15 years. 

I. 
2. 
3. 
4. 
5. 
6. 

7. 
8. 
9. 
10. 
II. 

Below is a list of the components included with this application: 

Cover Letter; 
Transmittal Document; 
Application for Pesticide Form 8570-1 for EFFITIX"' PLUS Topical SolutionFor.~s; 
Confidential Statement ofFonnula for EFFITJ:X".'D1 PLUS Topical Solution for DOg:t;• • 
Data Matrix Form 8570-4 for EFFITIX"' PLUS Topical Solution for Dogs; • ••. •. 
Certification of Data Citation Form 8570-34 For EFFITIX"' PLUS Topical Solution;For 
Dogs; •••• 

• • • Proposed Use Directions for EFFIT:rxrn Topical Solution for Dogs- 5 copies; •••• 
3 copies of bound PR 86-5 compliant study reports supporting registration; :•. • • 

• •• Waiver Request for Acute Inhalation Study (attached to Cover Letter); • 
Letter of Self-certification of Child-Resistant Packaging; • • •••••• 
Copy orPRIA Check for category R-310 ($4807). • 

•• • • • • • • • 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax(817) 831-8327 

•••••• • • • • • ....... • • •• . ..... 
• • • •••• 
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Child-Resistant Packaging Testing & Data 

EFFITIXTM PLUS Topical Solution for Dogs and will be marketed in single dose unit 
applicators that have been previously reviewed and approved by EPA as Child Resistant under 
the registration ofEFFITIX™ Topical Solution for Dogs, (EPA Reg. No. 2382-187) and 
EFFIPRO Topical Solution For Cats (2382-186). Included with this submission is an updated 
Data Matrix citing all previously submitted data supporting CRP certification of the proposed 
presentations of EFFITlX PLUS. In addition, an updated CRP certification letter has been 
provided. 

PRlA Considerations 

After reviewing the Agency's PRlA category interpretations, we believe that the R-31 0 
PRIA category and a 6 month review period is appropriate for this new product application. 
Consequently, please find a copy of one previously submitted check in the amount of $4807 to 
cover the PRlA fee. 

Should you have any questions about this application package, please do not hesitate to 
contact me via telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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Virbac Effitix Plus 
8/2/12 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Virbac Animal Health, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76161 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE' 

This submission is an application to register an end use product named EFFITIXTM Plus Topical Solution 
for Dogs. 

SUBMITTAL DATE, 

August 2, 2012 

For 

in Five 

3 Determination of the physic~Chemica1 Property 
(Color, Physical State, and Odor) 

48896301 

48896302 

48896303 

48896304 

48896305 

48896306 

48896307 

48896308 

48896314 

48896315 
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Waiver Request 
Registrant: Virbac Animal Health, Inc. 

Acute Inhalation Study (OPPTS 830.1300). 
Brandname: EffitixrM PLUS Topical Solution for Dogs. 

The Effitix PLUS Topical Solution for Dogs product is composed of 6.0% w/w of 
the active ingredient fipronil, 44.8% w/w of the active ingredient permethrin and 1.8% 
w/w of the active ingredient pyriproxifen. This product is packaged in single use non­
refillable applicators that are intended for one time only spot-on applications to dogs. 

The potential human inhalation exposure to this product is expected to be 
neglible. Only very small amounts of product are applied per application, depending the 
weight of the animal. Based on packaging considerations described in the proposed 
product labeling, the maximum volume of Effitix PLUS Topical Solution that can be 
administered at one time to a pet using the largest available applicator size is 
approximately 6.0 ml. This application volume represents the worst case because it is the 
dose that is recommended only for use on dogs weighing more than 89 pounds. 
Therefore, according to the proposed label, a great deal of anticipated product use will 
occur at much lower volumes on smaller dogs. 

Furthermore, the measured vapor pressure of all three active ingredients fipronil 
permethrin, and pyriproxifen are extremely low (2.8 x 10"9 mm Hg @ 25° C, 2.18 x 10·8 

mm Hg@ 25"c, and l.O x 10"7 mm Hg@ 20° C, respectively) indicating that all three 
active ingredients are essentially non-volatile and are therefore not expected to vaporize 
from the skin of the treated animal following application. The active ingredients will 
therefore not be available for inhalation after application according to label directions. 
Finally, the method of applying the liquid product directly to the pet creates no 
particulates, aerosols, or other respirable matter. Therefore, based on the criteria 
provided by the Agency in 40 CFR 158.500, footnote 4 under the Toxicology Data 
Requirements, a waiver of the acute inhalation study for these products is appropriate. 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

'"~·~ 

"'"' 

WASHINGTON, D.C. 20460 
1r this collection of information is estimated to average 0.25 

·~ w• .~ading the instruction and completing the necessary forms. Send 1 

· g the burden to Director: OPPE Information Mauagemcut Division (2137) U.S . 

,MATRIX 

d 0.25 hours per response 
or any other aspect of this 

Protection Agency, 401 M Slrect, S.W., 

I ~g~~xAi!z~~~ .. 
~ Arltlrcss 1 Prodncl: 

Iori Worth 

Product 1 
830.1550 
830.1600 
830.1620 
830.1650 
830.1670 
830.1750 

Protlnct C 
830.6302 
830.6303 
830.6304 
830.6313 

830.63I4 
830.6315 
830.6316 

830.6317 
Signature 

&;tL 
·-·-· 

ct !den 
Description of Materials Used 

fProdu 
fFonm ' ·· 

I Phvsicnl Slate 

r·Mctai: 

. . 

-1- New Submission 

EFFITIX lM l'LUS lDPICAL SOLUTION FOR DOGS 

Vir I 
Vir I 

I Virt 
Y1rt 
Virbac AH, li\c. OWN 
Virbac Al-I, Inc OWN 
Virbac AH, Inc . OWN 

Virbac AT-I, Inc OWN 
,J-1, Inc. OWN 

Virbnc AI-l, Inc OWN 
Virbac AH, Inc. NR 

Virbac AI-l, Inc OWN 
Virbac Al-I, Inc. 
Virbnc Ali, Inc I ~R \H, Inc. 

lTille "'" Craig Parks JJJly 31, 
Vice President, Research&. Development 2012 

Copy 

-
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S. W. 
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••- - c __ --- ,. 
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Date: Jul 31,2012 
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VirbiiC AH,lnc 
POBox 162059 
Fort Worth TX 76161 
In rcdicnt Fi uouil l'crmclhr 
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l'todnct C 
&30.7100 
830.6319 
830.6320 
830.6321 
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40CFR 
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to Director: OPPE lnformnlion Management Division 12137) U.S. " 

j Product: 
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EFF111X niJ>LUS TOPICAL SOLUTION FOR DOGS 

I MRlD Number SJ1bmillcr Status j Note 

yi_rJ;l!l_(:_ AIJ, Juc. OWN 
NR 

I -• •· ~ Virbnc AH, Inc. low 
Virbac AH, Inc NR 
Virbac AI-I, Inc. OWN 
t'irbac AH, Inc OWN 
t'irbac Al-I, Inc. NR 

New Submission Virbac Al-I, Inc. OWN 
New Snbmissiou Virbac Al-I, Inc OWN 
Waiver requested Virbac AH, Inc. OWN r waiver 

no OWN 
NC\V-Snbmission I Virbac AH, Inc. OWN 

l\VN 

CraigPa1ks JJily Jt, 
Vice l'rcsidcnl, ltcscurch & Devclollmcnl 

~Date 
2012 
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VTri 
~bac AI-l, Inc. 
Viri 

,_, Inc 

J Mer 

Title 

:h& 

OWN 

OWN 

low 
""" 
OWN 
OWN 
OWN 

I 
D"" 
Jnly 31, 
20t2 
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Form Ap1>rond 0~111 No. 207~-0~60 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

& 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

l'aJlenrork lh1ln~lion Act Notice: TI1c public reporting burden for this colloction of information is estimated to average 0.25 hours per rCSJIOnsc for rcgislrnlion activities and 0.25 homs per response 
for reregistration and special rcvielV activities, including time for reading the instruction and completing the necessary folllls. Send comments regm"ding the burden estimate or any other aspect of this 
collection ofinfommtion, including suggestions for reducing the burden to Director: OPPE Information Management Dil'ision (2137) U.S. Environmcnlall'rotcclion Agency, 401 M Street, S.W., 
Wnshin ton, DC 20460. Do nat $CIId the form to this address. 

DATA MATRIX 
Date: Jul 31,2012 EPA Rc . No./FileS mbol 2382-TBA l'agc 4ofll 
Applicant's/Rcgislrnnl's Name & Address l'rnduet: 
Virbac AH, Inc 
PO Box 162059 EFFlTIX T"' PLUS TOPICAL SOLUTION FOR DOGS 
Fort Wor!hTX 76161 
In rcdicnt: Fi ronil, Pcrmethrin.l' ri roxifcn 
Guideline Rcfcreuce Number Guideline Stnd Name MRID Number Submillcr Stains Note 
Effic11cy and safely ;lata 
-Fipronil 
810.3300 l'roductPcrfonmmcc Efficac -flea 43121114 Mcrial OLD 
810.3300 Product Pcrfonnancc Efficacy-flea 43121115 Me rial OLD 
810.3300 Productl'crfonnancc Efficac -flea 43121116 Me rial OLD 
810.3300 Product Pcrfonnancc Efficac -flea 43121119 Me rial . OLD 
&10.3300 Pmducl Performance Efficac -flea 43121120 Me rial OLD 
810.3300 Product. Pcrfonnancc Efficac -flea 43121121 Me rial OLD 
810.3300 Product1'crfonnnncc Efficacy-flea 43121122 Mcria1 OLD 
810.3300 Producl1'crfonnancc Efficac -flea 43444901 Mcria1 OLD 
810.3300 Producl l"crfonnaucc Efficacy-flea 43577701 Me rial OLD 
810.3300 Product Pcrfonn~tncc-lifficac -flea 43577712 Mcrial OLD 
810.3300 Product Pcrfommucc Efficnc ·-flea 43577713 Meria1 OLD 
810.3300 Product Pcrfonnaucc Efficacy-flea 43951701 Mcrinl OLD 
810.3300 Producl Performance Effie a -flea 4408&901 Merial OLD 
810.3300 Product1'crfornmnce Efficacy-flea 44942011 Me rial PAY 
Signature Name and Title Date 

.d...._;-d-L. Craig Parks July 31, 
Vice Prcside1ll, Research & Development 2012 

EPA l'oml SHO·lj 19·971lllocl>ooic ond Pwor Ve"ioo• A•·••loblo Sob mil ooly l'll!lor "'"'"" A~onoy h""""llho COllY 
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Dale J1 

Awlic• -~ 
"'-h"" A '-1, Inc 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WI>' r<III-..T.-..-.. ......... 'n. r1 vv a;:,nu'I\;J _. vn 1 v,\..., 

g burden lOr this collection ofinformatici11 is cslimatcd to avcmgc 0.25 hours per respOIIsc i 
'' ~--- -",glhci --' •·· ·• r_ "• 

1d 0.25 hours per response 
or any other n:lJlCCl of this 

OPPE Prolcclion Agency, 401 M Street, S.W., 
d the form to l 

DATA MATRIX 

1 Product 

PO !lox 162059 E[lFlTIX T>t PLUS ·rol'tCAL SOLUTION FOR DOGS 
Fort Worth TX76161 
•----~'-~ '"-·onil, Pcnnclhrin.P •ri roxifcn 

renee Nmnbcr Guideline Stud Name MRlD Number Subn1i\lcr Status Note 
icacy ami safety data 

1.3300 
).3300 

uo0.33QQ 
810.3300 
81 0.3300 
810.3300 
Signalurc 

~dL 

8104 

E_roduc 

• Vmi<HU' 

I_Mcrial 

Mcri1 

[erial 

1 Name and Title 

I
' Craig Park! 
Vice I 

AJ>n•r 1 

J Dale 
July 31, 
20t2 
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Forno API•Wrtd O~rlll\'o, 1011)·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

""' 
401 M Street, S.W. 

WASHINGTON D.C. 20460 
Paperworl( ReUucliou Act Notice: The public reporting burden for this colleclioll ofi11fonn~tion is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response 
for reregistration ond spcciol revic\1' activities, including time for reading the itlStnlction and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of1his 
collection of information, including suggcstious for I educing the burden to Director: OPPE lnformatiou Management Division (21371 U.S. Envi1onme1llal Protection Agency, 401 M Street, S.W., 
Washinl!ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: Jul 31,2012 El'A Rc. No.ll'ilcS nlbol 2382-TBA !'age 6oft t 
Applicant's/Rcgistmnt's Name & A1lrlrcss Product: 
Virbac AH, Inc 
1'0 Box 162059 EFFI11X nt l'LUS TOPICAL SOLUTION FOR DOGS 
Fort Worth TX 76161 

'" dicnt; Fi ronil, Pcrmcthrin.l' ri roxifcn 
Guid1linc Reference Number Guideline Stud 'Name MRID Number Submitter Status Note 
Effic:~cy and safely dnta 
-Fi n·onil 
810.3300 1'roduct l'criOrmnucc EDicnc •-Man c .45620504 Mcrial 1'AY 
810.3300 1'roduct Pcrfonnancc Efficacy-Mange 45620505 MC¥ial PAY 
810.3300 Product 1'crformnnce- Efficac •-Mnn c 45620506 Mcrial PAY 
810.3300 Producl Pcrfonnnucc Efficac -Mites 43444901 Mcrinl OLD 
810.3300 Product Pcrfonnancc Efficac ·-Mites 43577701 Mctinl OLD 
810.3300 1'roduc1 i'crfonnancc Efficnc -Mites 43951701 Mcrial OLD 
810.3300 Product Pcrfonnancc Efficacy-Miles 45612701 Mcrinl I•AY 
810.3300 1'roduct1'crfonnancc Efficacy-Miles 45620503 Mcrial PAY 
810.3300 Product l'crfonnnucc Efficac -Mites 45866901 Mcrinl 1'AY 
810.3300 1'roduc1 i'crfonnance Efficacy-Lice 45620501 Mcrial PAY 
810.3300 Product Perfonnauce Efficac -Lice 45628101 Mcrial PAY 
810.3300 Product Pcrfonnancc Efficac ·-Lice 45628102 MeJia I PAY 
810.3300 Product Pcrfornmncc Efficac •-Lice 45628103 Mcri:~l PAY 
810.3300 Product Performance Efficac -Lice 45628201 Mcrinl PAY 
810.3300 1'roduct Pcrfonnancc Effic:~c -Mos nilo 45866902 Mcrial PAY ·~ 

810.3300 l'roduct i'crfonnnncc- Efficac -Mos uilo 46019202 Mcrinl 1•AY 
810.3300 Product Pcrfonnancc Efficac •-Mos uito 46019201 Mcrinl 1'A\' 
Signature . Name and Title Date 

~~ 
Cmigi'arks JJ)ly 31, 
Vice President, Rescmch & Development 2012 

I!PA fo~m 8S70· rs {~·~7]J]I<Olrome and Po~or v..,ion• Available. Subtnil onlr rap-e• ''"'ion A1oour lnl<~n•l U1o Copr 
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.ron Act Notice:· 
111 and special review l 

· nof1-··-- ·· · ' •· 

I ~?.~?.~ ~-~~?t76161 
Guide 
Efficacy nnd Safety Dnta­
l'crmethriu 
870.7200 
870.7200 
870.7200 

).3300 
).3300 
. 3300 

).3300 
1.3300 

~4ff_L. 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

• IS lOr I 

i'rod1 
Product 

Product 

g burde11l 

401 !Vi Sircci, S,"',..y, 
WASHINGTON, D.C. 

Jlleetion ofinfom1~1ion is eslinmted to average 0.25 hou1s per response for registration aclivitics nnd 0.25 hours per response 
ins\Juetion and completing the neccssal)' tOm1s. Send commenls regmding I he burden cstin1.1tc or nny olher nspeet oflhis 

OPPE lnfonnalion Management Division {2137) U.S. Environmcnlal Protection Agency, 40t M Street, S.W., 

lfcty 
- Efficacy 
- Efficacy 
- Efficacy 

'MATRIX - -----

15690f 
.tfuZoi 
43137201 
43447101 
43396408 
43612601 
41038802 
41038803 

1 Product: 

El'FITlX 1M PLUS TOPICAL SOLUTION FOR DOGS 

-lealth, 
Ji?olth, Inc. 

.D 

c- E-- H3'i I J.lartz I 

'.] I Ecto I 

- Efl 

·lcalthc1 
:d Tille 

Research & Development 

Ai""YI 

1 Dale 
July 3t, 
2012 

-. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street. S.W. 

burden estimate or any other aSJ!Cct 
Protection Agency, 401 M Street, S_W., 

El'l'lTlX n< TOPICAL SOLUTION FOH DOGS 

Craig Parks 
Vice President, Research & Devcloptncnt 

July 31, 
2012 

-

--·. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

the burden to 

EFFlTlX 1~1 J>LUS TOPICAL SOLUTION FOR DOGS 

Vice Research & Development 
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F~'"' Apt> fOnd OMIIN<>.20\0.UUW 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
& 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
Paper\l'ork Reduction Act No lice: The public reporting burden for this collcetion ofinfommtion is estimated to avcrnge 0.25 hours 11Cr2csponsc for registration actiritics and 0.25 hours per response 
for rcrcgisl2ation and S11ceial revicl\" activities, including time for reading the instmclion and completing the necessary forms. Send comments regilfding the bnrden estimate or any other aStlccl of this 
collection ofinfonnation, including suggestions for reducing the burden to Director: OPPE lnfmmation Management Division (2137} U.S. Enviromnental Protection Agency, 401 M Street, S.W., 
Washin ton, DC 20460. Do not scnrl the fonn to this ad1lrcss. 

DATA MATRIX 
Date: Jul' 12,2012 El'A Rc . No./Filc S •mbol 2382-TBA Page lOoflt 
Applicant's/Registrnnt's Name & Address i'roduct: 
Virbac AH, Inc 
1'0 Box t62059 EFFI11X TM PLUS TOPICAL SOt.U"l"lON FOR DOGS 
Fort Worth TX 76161 
In redicnl: Fi ITOnil.l'ermclhrin.P ri roxifen 
Guideline Guideline Study Name MRlDNumbcr Submitlcr Status Note 
Reference Number 
J\OCFR 157 Evahmtion of the 3ml A1~1licatorTubc IYith 2.0ml water, 36 applicator 48467137 Vir\1.1e AH, Inc. OWN 

tubes lest as a Poison Prevention Package for Virbac SA 
40CFR 157 Evaluation ofthc 6ml AllpHcatorTubc with 4.0nd water, l applicator 48467138 Virbac AH, Inc OWN 

tube lest as a Poison Prevention Package for Virbae SA 
40CFR 157 Evaluation of the 6tnl A]lplicatorTubc with 4.0ml water, 3 applicator 48467139 Virbac AH, Inc. OWN 

tubes test as a Poison Prevcntio11 l'acka c for Vi1bae SA 
40CFR 157 Evaluation of the 6ml Al~~iealor Tube with 4.0ml water, 6 applicator 48467140 Virbac AH, Inc OWN 

tubes test as a Poison t'rovctllion Package for Vi1bae SA 
40CFR 157 Evaluation ofthe 6nd APJ~icator'fubc with 4.0ml water, 36 np]dicalor 48467141 Virbac Al-l, Inc. OWN 

tubes test as a l'oison i'rcvcntion l'ackugc for Vi1bae SA 

40 CFR 157 Evaluation ofthc 6 ml APJdicatorTube with 6.0ml water, 1 applicator 48467142 Virbac AH, Inc OWN Vol43 
tnbc test as 11 Poison l'rcvcnlion l'acka e for Virbac SA 

Signnturc Name and Title Date 

~4-L-. 
Crnig Parks July 31, 
Vice President, Research & Dcvclo1nncnt 2012 

I!PA l'<>>n> 8570·35 (9-9T] m<Oironic •nd P•p<t V<"iono A\•>illblo. Subtttll only Pop" vmlon A~m<)"lul•m•l U" Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C. 20460 

the burden to 37) U.S. Environmental Protection Agency, 

EFF111X nlJ>LUS TOPICAL SOLUTION FOR DOGS 

Status 

Vice President, Research & Dcvclopmcnl 

,~ 
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Fonn Approved. OMB No. 2070-0060 Approv~ CNplres $-31-98 
United Sbies 

&EPA Environmental Protection Agency 
Washington. DC20460 

Formulator1s Exemption Statement 
(40 CFR 152.85 

Applieant's Name :tntl Address EPA File Symboi!R~r.tration Number 
Virbac Animal HCillth 2382-NEW 
P. 0. Box 162059 Product Name 
Ft. Worth, TX 76137 EFFITJXtM PLUS Topical Solwion for Dogs 

Date of Confidential Statement of Formula (EPA Form 8570-4) 
July 12,2012 

As an authorized represenlativc of the applicant for registrution of the product identified above, 1 certify that: 

(1) This product contains the following active ingredient(s):permelhrin 

(2) Ofthese, each acti~ ingredient lis led in paragraph (4) is present solely as the result of the usc of that active ingredient in the 
manufacturing, formulation or repackaging another producl which contaills that active ingredient which is registered under FJFRA 
Scclion 3, is purchased by us from another producer, and is labeled for at least each usc for which my product is proposed to be 
labeled. 

(3) Indicate by checking (A) or(B) below which paragraph applies: 

ITI (A) An accurnte Confidential Statement offonnula (EPA FORM 85704) for the above identified product is attached 10 this 
statement. That formula statement indicates, by compatly name, rcgistralion number, and product name, the source of the 
active ingredient(s) listed in paragraph (I) 

OR 

D (B) The Confidential Statement offormula (CSF) (EPA Form 8750-4) referenced above and on ftlc with the EPA is complele, 
current, and accurate and contains the information required on the current CSF 

(4) The following active ingredients in this product qualify for the formulator's exemption 

Source 

Active lnercdicnt Produet Name 

Pcrmcthrin  
 

. 
Pyriproxyfcn    . 

 

L;IL Name and Title 
Vice President, Research & Devdopmcnl 

Signature 

EPA Form 8570-27 (Rev. 8-95) 

•U.S. GPO: 1995-388-820120413 

Reeistration Number 

 

 

Date 
August3,2012 

-While EPA COpY 
Yellow- Applieanl eopy 

47

*Product ingredient source information may be entitled to confidential treatment*



Virbac Effitix Plus 
8/2112 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER' 

Virbac Animal Health, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76161 

REG!JLATORY ACTION SUPPORTED BY THIS PACKAGE' 

This submission is an application to register an end use product named EFFITIXTM Plus Topical Solution 
for Dogs. 

SUBMITTAL DATE: 

August 2, 2012 

48896301 

in Five 48896302 

48896303 

48896304 

48896305 

48896306 

48896307 

Property 
48896308 

14 48896314 

48896315 
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Virbac's Master Label 
Date 19 July 2012 Version US-19 EPA Reg. No. 2382wXXX 
Fipronii+Permethrin+Pyriproxyfen Topical Solution for Dogs 

Optional Text Appears In Brackets 

EFFITIX™ PLUS TOPICAL SOLUTION FOR DOGS 

Front, back and side panels 

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER {WEIGHING 4 TO 10.9 LBS, 

WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 8.9 

TO 132 LBS). 
Front panel and Back Panel 

ACTIVE INGREDIENTS: 
Fipronil.... . ........................................... . . ............................................................................ 6.0% 
Permelhrin' ..................... .. ................... . 
Pyriproxyfen....... . ............... . 

OTHER INGREDIENTS: ................................................................. . 

TOTAL: ••.••..•••..•...........•...•..............•.....•............•..•....... 
·cis/trans ra!io: maximum 55% (±)cis and minimum 45% (±) trans 

Back Panel 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENT(RE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

·•·•····•···•·······•·······•· 44.8% 
1.8% 

. ..... 47.4% 

!00.0% 

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with skin, eyes, or clothing. Wash hands 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use on dogs ONLY. 

Symbol on Front PaneU Symbol and text on Back panel 

DO NOT USE ON CATS -IF INGESTED BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATED DOG, THIS 
PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS OCCURS, CONTACT YOUR VETERINARIAN 
IMMEDIATELY. 

Back Panel 

Do not use on puppies under 8 weeks of age. Individual sensitivities, while rare, may occur after using ANY pesticide product. Dogs 
may experience some temporary irritation at the site of product application. It signs of sensitivity occur, bathe your pet with mild soap 
or shampoo and rinse with large amounts of water. If signs of sensitivity occur and persist, contact a veterinarian immediately. 1/ your 
dog has an unusual reaction to the initial application, consul! a veterinarian before repea~ng application. Certain medications can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, pregnant or nursing dogs, or animals 
known to be sensitive to pesticide products. 

EPA Reg. No. 2382-x.x.'< page ! of 7- Pending Master !abe! Submitted August 3. 2012 
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Back Panel (single presentation on insert} 

IF SWALLOWED; 

IF IN EYES: 

IF ON SKIN OR 
CLOTHING: 

Call a poison conlrol center or doctor immediately for treatment advice. 

Have person sip a glass ofwaler if able to swallow. 

• Do not induce vomiting unless told to do so by a poison control cenler or doctor. 

• Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

Remove contact lenses, if present. after the first 5 minutes, then continue rinsing eye. 

Take off contaminated c1othing. 

Rinse skin immediately wilh plenty of water for 15-20 minutes. 

l i 

You may also contact the Hotline number 1-800-338-3659 for human or veterinary health concerns, emergency 

medical treatment information or pesticide incidents. 

Inside flap (single presentation insert only} 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in any manner inconsislanl with its labelling. Do not allow children to apply product. 
TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE lABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL 
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON 
CATS OR RABBITS. DO NOT USE ON OTHER ANIMALS. 

DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs and puppies under a weeks of age. Do not splillubes 
between dogs. Do not use multiple tubes on one dog. Weigh your dog lobe sure you are applying the right dose formula led for the 
weight of your dog. Overdosing your dOl) can resull in serious illness. Do not bathe your dog within the first 24 hours after the 
product has been applied. If your d09 is exhibiting signs of and/or is being treated for skin problems, talk to your veterinarian before 
applying any lopical fiea and lick conlrol producl. 

Do not apply more often than once a [per} month (every 30 days}. 

For use on DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and mosquitoes; to kill flea eggs, pupae and 
larvae, lice, and to aid in conlrol of miles; lo repel and prevent blood feeding by biting files. Apply monlhly according to directions for 
use. 

APPLICATION DIRECTIONS 

1. Ramove one applicator from packaging. 
Hold applicator upright and remove cap. 

2. Invert cap and place other end back onlo applicator tip. 
Push cap down lo break seal. 
Remove cap prior to treatment applicalion. 

3. Part dog's hair unlil skin is visible. 
Place applicator lip direclly against exposed skin. 

3a. For small dogs and puppies 8 weeks old or older weighing 4 to 10.9 lbs or weighing 11 to 22.9 lbs- Deposit 
en lire contents by squeezing the entire applicator contenls onlo d09's skin, at 
a single site. between the shoulder blades as shown in diagram 3a. 

3b. For medium dogs 23-44.9 lbs or large dogs 45-88.9 lbs- Apply the product evenly to three spots on the dog's back, 
starting between the shoulder blades and continuing on to the second and third spols as shown in diagram 3b. 
squeezing the applicalor until empty. 

3c. For extra large dogs 8g-132 lbs- Apply the product evenly to four spots on the dog's back, starting between the 
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the 
applicalor until empty. 

Ensure that EFFITIXTM Plus Topical Solulion for Dogs is not applied superficially on dog"s hair. 

EPA Reg. No. 2382-x.xx page 2 of 7- Pending Maslerlabcl Submincd August3, 2012 
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Insert 

FREQUENCY OF APPLICATION 

~ 
~ 

Fleas, flea -:wgs, flea pupae, flea larvae, ticks, [biting and chewing] and lice inlestations can be controlled with monthly applications 
ot EFFIT!X Plus Topical Solution for Dogs. Bitlng fiies and mosquitoes are ]also] repelled by EFFITIX"" Plus Topical Solution for 
Dogs. 

Fleas: EFFITIXrr.~ Plus Topical Solution for Dogs can start killing adult fleas within 6 hours and lasts for [up to) three months against 
adult fleas, flea eggs and flea larvae. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD], or ifre· 
infestation is likelY. 
Ticks: EFFITIXT Plus Topical Solution for Dogs can kill ticks for at least a month. Apply monthly where tlck con!rol is consis!ently 
needed. 
L!ce: EFFIT!Xm Plus Topical Solution for Dogs can kill biting and chewing lice for]up to] a month. Apply monthly where lice control 
is consistently needed. 
Mites: EFFITIXm Plus Topical Solution for Dogs aids in ]the] control of [sarcoptic mange]~mile infeslations that may cause sarcoplic 
mange]. 
Biting flies and Mosquitoes: When applied monlhly, EFFITIXrr.~ Plus Topical Solution for Dogs [prevents blood leeding by]]and] 
]repels] biting flies and mosquitoes for up to 4 weeks. [a (one] month]. Kills mosquitoes for up to four weeks [a [one[ monfh[. 

Notes: Wall alleast 30 days be/ore re-application of EFFITIXm Plus Topical Solulion for Dogs. Avoid contact wilh treated area until 
d~. 

Back Panel (single presentation on insert] 
STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 
STORAGE: Store unused product in original container only, out of reach of children and animals. 
PESTICIDE /CONTAINER DISPOSAL: If empty: Nonrefillable. Do not reuse or refill this conlainer. Offer for recycling. if available. 
If partially filled: Call your local solid wasle agency for disposal inslructions. Never place unused product down any indoor or 
outdoor drain. 

Inside Flap (single presentation on insert} 

LIMITED WARRANTY AND DISCLAIMER 
VIRBAC warrants this product only if il is used, stored and handled in accordance with the label instruclions. The buyers and users 
are solely responsible for all risks of use and handling of I his product when such use and handling are contrary to or differ from the 
label instructions. To the extent permitted by applicable law, any damages arising from a breach of this warranty shall be limited to 
direcl damages only and shall not include any type of consequenlial damages. 

How supplied: For easy and convenient application, EFFITIXm Plus Topical Solution for Dogs is available in sizes for puppy/loy 
dogs 8 weeks old or older and 4 to 10.9 lbs (0.0 f7 oz)/(0.5 mL), small dogs f1 to 22.9 lbs (0.03411 oz)/(1.0 ml), medium dogs 23· 
44.9 lbs (0.068 fl oz]/(2.0 ml), large dogs 45-88.91bs (0. f35 fl oz)/(4.0 ml]. and extra large dogs 89·1321bs (0.203 fl oz]/(6.0 ml). 

Net Contents: f (3, 6 or 36] single-dose applicator(s] per package conlaining 0.5 ml, (1 ml, 2ml, 4ml or 6ml}l o.o f7 fl oz, (0.034 11 
oz. 0.06811 oz, 0.135 fi oz, 0.203 fi oz) (ot solution). 

]Detachable] calendar (monlhly applicalion] reminder slickers (with illustration of dog or puppy] 

Back Panel (single presentation on side panel) 
EPA Reg. No. 2382-xxx 
EPA EsL No. 2382-FRA-f 

VIRBAC AH, INC. 
PO BOX f62059 
FORT WORTH TX 76161 
1-800-338-3659 

Made in France 
EFFITIX"" is a trademark ofVirbac S.A. 
Questions or comments? Call: f-800-338-3659. 

EPA Reg. No. 2382-xxx page 3 of 7- Pending Master label Submitted Augusr3, 2012 
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Text for Front Panel, Back Panel, Inside Flap and Side Panel 
See package insert(s) for directions for use and frequency of application 
See package insert for directions for use and storage and disposal 
See package insert for frequency of application and storage and disposal 
Open reseatabte label for directions fur use 
Open reseatable label for directions for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert(s) for frequency of application 
See enclosed insert{s) for directions for use and storage and disposal 
See enclosed insert(s) for directions for use 
Lift here to open (LIFT HERE TO OPEN) 
For Use on Dogs ONLY 
Use ONLY on dO{ls 
See inside fiap for directions for use 

Text for Foil of Blister package 
Virbac 
EFFITIXm Plus Topical Solution For Dogs 
Only for use on dogs {41o 10.9 lbs, 11 to 22.91bs, 23-44.91bs, 45-88.91bs, 89-1321bs)/{0.017 oz ,0.034 tl oz,0.068 tl oz, 0.135 fl oz. 
0.203 fl oz) (0.5 mL, 1.0 mL. 2.0 mL, 4.0 mL, 6.0mL) 
Contains fipronil {6.0%]. permethrin {44.88%), and pyriproxyfen {1.8%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for addilional directions 
EPA Reg. No. 2382-xxx 
DO NOT USE ON CATS 
CAT PROHIBITION ICON 

Text for Applicator Tube 
Virbac 
EFFITIX'"' Plus 
Topical Solution For Dogs 
Only for use on dogs 
{4to 10.91bs, 11to 22.91bs 23-44.91bs, 45-88.91bs, 89-1321bs)/ 
{0.017 tl oz, 0.034 tl oz, 0.068fl oz, 0.135 tl oz, 0.203 fl oz) {f {0.5 mL {1.0 mL, 2.0 mL, 4.0 mL, 6.0mL)( 
Contains fipronil (6.0%), permethrin (44.8%), and pyriproxyfen (1.8%) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
DO NOT USE ON CATS 
EPA Reg. No. 2382-xxx 
CAT PROHIBITION ICON 

MARKETING CLAIMS 

(Mul1iple infestations] 
For convenient. quick-acting, long-lasting, effective control of fleas, flea eggs, flea pupae, flea larvae, ticks, mosquiloes, 
and lice. 

• ['v\'hen(Applied topically on a monlhly basis, EFFITIXTr• Plus Topical Solulion for Dogs repels and kills fleas, licks and 
mosquitoes, kills flea eggs, flea larvae, [biling, chewing( lice, aids in the control of sarcoplic miles, and repels (and inhibils 
blood feeding by( biting flies and mosquiloes. 

• ['v\'hen] Applied topically on a monthly basis, EFFITIX™ Plus Topical Solulion for Dogs repels and kills fieas, licks and 
mosquitoes. kills flea eggs, flea larvae, (biling, chewing( lice, aids in the control of mites lhat may cause sarcoplic mange. 
and repels [and inhibits blood feeding by( bilin~ flies and mosquiloes. 
For easy and convenient application, EFFITIX "'Plus Topical Solution for Dogs is available in sizes for puppy/loy dogs {8 
weeks old or older) and 4to 10.g lbs (0.17 fl oz((O.S mLL small dogs 11 to 22.91bs [0.034 fl oz](1.0 mLL medium dogs 23· 
44.91bs (0.068 fl oz( (2.0ml], large dogs 45-88.9 lbs (0.135 tl oz((4.0 mL], and extra large dogs 89-1321bs (0.203 fl oz( 
]6.0 mlJ. 

• EFFITIXTM Plus Topical Solution for Dogs contains the aclive ingredients fipronil, permelhrin, and pyriproxyfen which 
control infestations caused by fleas, flea eggs, flea pupae, flea larvae, ticks and lice; repel (againsl(biting flies, and repel 
and kill mosquitoes. 
Kills fleas, flea eggs, flea larvae, !leks, lice and mosquitoes, repels biting flies and mosquitoes 
Repels and kills fleas and licks 

• Repels fleas, licks, biting flies and mosquitoes 
Kills and repels ticks 
For the control and prevenlion of flea. flea egg, fiea pupae. flea larvae. (and lice] infeslations 
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• 

[Fleas) 

• 

• 
• 

• 

• 

• 

• 

• 

• 

• 

( 

Research has shown that flea, flea egg, flea puv,ae, flea larvae, lick {biting and chewing] lice infestations. can be 
controlled with monlf\7 applications of EFFinX .., Plus Topical Solution for Dogs. Biting flies and mosquitoes are [also[ 
repelled by EFF!TIX Plus Topical Solution for Dogs. 
Effective monthly application against fleas, flea eggs, flea pupae, flea larvae. ticks and mosquitoes 
Kilts fleas, flea eggs, flea larvae, !leks and mosquitoes for up to one month 
Monthly application is recommended for control and prevention of fleas, flea eggs, Ilea pupae, flea larvae, ticks and 
mosquitoes 
Long lasting flea, flea egg, flea pupae, flea larvae, tick and mosquito control for your pet 
EFF!TIXT"' Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, flea 
larvae, ticks, biting flies, mosquitoes, and lice on doas 8 weeks of age and older 
Helps to relieve your dog's pain ]discomfort) by controlling flea, flea egg, flea pupae, flea larvae, tick and lice infesta!Tons 
Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, babesiosis, anaplasmosis, ehrlichiosis, 
hepatoz:oonosis and heartworm disease. 
Kills fleas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in control of sarcoptic mites 
Kills fleas, flea eggs. flea larvae, licks, mosquitoes, lice, and aids in control of mites that may cause sarcop!ic mange 
Kills and repels fleas, ticks, and mosqulloes. 

Fleas: EFFtnXm Plus Topical Solution for Dogs can kill adult fleas in 6 hours and adult fleas. flea eggs and flea larvae for 
up to three months. Apply monthly if your dog has fleas that may cause flea allergy dellllalifis ]FAD], or if reinfestation is 
likely. 
Kills nawly emerged adult fleas prior to egg laying 
Fleas, flea eggs, and flea larvae in the dog's environment are killed following contact with EFFITIXT"' Plus Topical Solution 
for Dogs 
Prevent all immature flea stages in the dog's environment from developing 
Sterilizes and kills [adult] fleas 
Prevents all flea stages {adult fleas, flea eggs, flea pupae and flea larvae) 
Prevents development of all flea stages [flea eggs, flea pupae and flea larvae] for up to ]3 months]]90 days] 
Dual Action: fipronil and permethrin to kill adult fleas and pyriproxyfen to kill flea eggs and flea larvae 
With pyriproxyfen [IGR)" to break [the] flea life cycle 
'insect growth regulator 
Kills fleas ]within 6 hours] that may transmit bartonellosis, [tularemia) ]and tapeworm] 
Kills fleas ]within 6 hours] that may transmit the following diseases: bartonellosis, [tularaemia) [and tapeworm infestations] 
Kills fleas ]wl!hin 6 hours] that may transmit the following diseases: bartonellosis and tularemia 
Rapid kill of fleas is important in the prevention ofthe following diseases: bartonellosis and tularemia 
Acts to kill fleas that may transmit the following disease: bartonellosis and tularemia 
Kills fleas that may serve as an intermediate host for tapeworms ]Dipylidium caninum] 
Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms 
Kills fleas that may serve as hosts for life cycle intermediates o! tapeworms 
Kills [adult) fleas ]within 6 hours] that may cause Flea Allergy Dermatitis ]FAD]]or] ]flea-bite anemia] 
Fleas do not have to bite to die 
Controls highly ]irritating] {annoying] {flea] bites 
EFFITIXr"' Plus Topical Solution for Dogs rapidly kills fleas that may cause FAD ]Flea Allergy Dermatitis] 
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis]FAD] 
EFF!TIX™ Plus Topical Solution for Dogs kills fleas and may reduce the incidence of Flea Allergy Dermatitis ]FAD] 
Kills fleas which [that] may causa flea-bite anemia 
Effective monthly application against fleas. flea eggs, flea pupae, and flea larvae 
Effective monthly control of fleas, flea eggs, flea pupae, and flea larvae 
Kills adult fleas for up to one month {4 weeks] 
Prevents flea eggs from hatching or developing into larvae or adult stages [for up to ]90 days) (3 months)] 
Kills adult fleas, flea eggs, and flea larvae for up to three months { f2 weeks] however it your dog is susceptible to Flea 
Allergy Dermatitis [FAD) it is recommended to use monthly 
Kills fleas, flea eggs, and flea larvae 
EFF!TIXm Plus Topical Solution for Dogs kills fleas. flea eggs. flea pupae. and flea larvae on your dog 
Once a month topical flea control for dogs and puppies 8 weeks of age or older 
EFFtnX™ Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs. flea pupae, and 
flea larvae on dogs and puppies 6 weeks of age and older 
One application prevants further flea infasta!ions for up to {12 weeks] {three months]. Apply monthly if your doa has fleas 
that may cause flea allergy dermatitis {FAD), or if reinfestation is likely. 
Monthly treatment ]all year) is recommended for control and prevention of fleas, flea eggs, flea pupae, and flea larvae 
Provides ongoing protection against fleas and the following diseases: bartonellosis,]!ularemia]]and tapeworm infestations) 
they may transmit for one month 
Stops existing flea infesta!Tons by rapidly killing adult fleas, flea eggs, and flea larvae 
Kills fleas before they lay eggs 
Stops existing flea infestations by killing adult fleas, flea eggs, and flea larvae 
Prevents ]Slops] re-infestations by killing adult fleas {before they lay eggs) 
Treatment with EFFITIXm Plus Topical Solution for Dogs rapidly kills fleas which may cause flea allergic dermatitis ]FAD] 
or flea bite hypersensitivity 
Controls flea problems 
Provides flea protection 
Use flea [prevention] ]protection] year-round 
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[Ticks] 

• Ticks: EFFITIXm Plus Topical Solution for Dogs can kill ticks for [up to[ at least [one} month. Apply monthly where tick 
control is consistently needed. 
Kills and repels all stages of Brown dog treks, American dog ticks, Lone Star ticks, and Dee-r ticks (that may transmit Lyme 
disease, Ro~y Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis[ 
Kills ticks including Deer ticks ]that may transmit Lyme disease and anaplasmosis], American dog licks {that may transmit 
Ro~y Mountain Spotted Fever], Brown dog ticks ]that may transmit ehrlichiosis], and Lone Star ticks ]that may transmit 
hepatozoonosis] for up to one month [4 weeks] 
Kills ticks including Deer ticks ]that may transmit Lyme disease and anaplasmosis], American dog licks {that may transmit 
Rocky Mountain Spotted Fever], and Brown dog ticks ]that may transmit ehrlichiosis] for up to one month ]4 weeks]. 
Kills Brown dog ticks {Rhipicephalus sppj, American dog ticks {Oennacentorveriabilis], DeeT ticks ]Ixodes spp] and 
Lone Star ticks [Amblyomma americanum] for up to one month [4 weeks]. 
Kills Lone Sta-r ticks (Amblyomma americanum) 1m 4 weeks (fm up to one month]. 
Effective monthly application against ticks 

{Mosquitoes and biting flies] 
Kills mosquitoes 
Kills mosquitoes for up to 28 days ]four weeks]]e (one] month] 
Repels and inhibits blood feeding by biting fiies and mosquitoes 
Biting flies and mosquitoes: When applied monthly, EFFITIX™ Plus Topical Solution for Dogs [prevents blood feeding by] 
[and] {repels] biting flies and mosquitoes for [up to} 4 weeks {a ]one] month] 
Repels and kills mosquitoes for up to four {4} weeks 
Prevents blood feeding by mosquitoes 
Repels and prevents {inhibits] blood-feeding by biting flies 
Repels and kills mosquitoes often before they have a chance to take a blood meal 
{[Prevents blood-feeding by} [Kills and repelsj] mosquitoes 
Repels biting files 
Repels [{annoying][bothersome](nuisance]] biting fiies 
Inhibits ]]annoying[[bo\hersome ][nuisance][ biting flies 
{[Prevents](inhibits]] blood-feeding by biting files 
Kills mosquitoes that may can)' heartworm disease 
Repels and kills mosquitos ]Culex spp, Och/erofafus spp, Aedes spp] which may vector heartworm {Oirof/faria immi/is[ for 
one month 

]Lice and Miles] 

[Others] 

Lice: EFFITO("" Plus Topical Solution lOT Dogs can kill biting and chewing lice for a ]one[ month. Apply monthly where lice 
control is consistently needed. 
Mites: (EFFITIXn.o Plus Topical Solution for Dogs] aids in ]the] control of mites that may cause sarcoptic mange. 
Mites: {EFFITIXn" Plus Topical Solution for Dogs] aids in ]the] control of sarcoptic mites 
EFFtTIX™ Plus Topical Solution for Dogs aids in {the} control of mites that may cause sarcoplic mange. 
[When applied monthly], EFFITIXm Plus Topical Solution for Dogs aids in {the} control of sarcoptic mange. 
Aids in [the] control of sarcoptic mange mite infestation 
Kills chewing and biting lice 
[Also} Kills lice and aids in control of mites that may cause sarcoptic mange 
[Also} Kills lice and aids in control of sarcoptic mites 
Controls existing chewing/biting lice infestations 
Kllls ]{biting] (chewing]] lice 
For control and prevention of [[biting[ [chewingj]lice [Infestations] 
Stops existing ]]biting]]chewing]]lice infestations 
Prevents and controls ][blling]]chewing]]lice ]infestations] 
Provides effective con trot of [{biting] {chewing]] lice [infestations} 
Kills ](biting]]chewing]]lice and prevents further infestations 
For control and prevention of [infestation]{withj Dbitingj [chewinglJiice 

I (3, 6, 36] applicator(s] (tube[sj] 0.5 mL ( 1.0 mL. 2.0 mL, 4.0 mL, 6.0 mL] 
I (3, 6, 36] applicator(s] (lube]sj] 0.017 fl oz (0.03411 oz, 0.068 fl oz, 0.135 fl oz, 0.20311 ozj 
I (3, 6. 36] applicator(s] (tube]s]) 0.017 fl oz]0.5 mL], (0.03411 oz]\.0 mL[, 0.068 fl oz {2.0 mlj, 0.135 fl oz {4.0 ml[, 0.203 
fl oz [6.0 mlj] 
I (3, 6, 36] applicator{s] (tube[s]] (each] containing 0.017 fl oz (0.5mL] (0.034 fl oz ]1.0 mL), 0.068 fl oz {2.0 mlj, 0.135 fl 
oz {4.0 mlj, 0.203 fl oz {6.0 ml]] 
I (3, 6, 36] applicator(s] (tube]s]] 
I (3, 6. 36] monthly dose(s] {application]sj] 
I (3, 6, 36] applicator(s] {lube[sj]1 (3, 6, 36] month(lyj dose{sj {application{s] 
DO NOT USE ON CATS 
This product is only for use on dogs and puppies 8 weeks of age OT older and weighing 4\o f0.91bs, weighing 11\o 22.9 
lbs, weighing 23\o 44.9lbs, weighing 45\o 88.9lbs, weighing 89\o t321bs] 
Easy and convenient application ]applications] 
Remains effective for a {one} month [4 weeks} for fleas, flea eggs. flea larvae, flea pupae, licks, mosquitoes and biting flies 
Stops existing infestations and prevents establishment of new infestations for fleas and licks 

• Reinfestation of fleas, ticks and mosqu~oes, (biting, chewing]lica and biting flies is prevented for a {one} month 
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Convenient topical treatment for dogs 
Quick onset of activity 

• Persistent efficacy through 30 days 
Prevents [re-[infestation for one month 

• Once monthly application 
Quick drying, non-greasy 

• [Convenient[ [to use] Easy [to apply[ spot-on [topical[ application 
• Fragrance [odor] free 

No noticeable odors 
• Single application lasts 4 weeks [one month) [3\l days) 

Easy to use applicator makes treatment simple [trouble free, smooth] 
Convenient, easy to apply topical solution 
Convenient, easy to apply and fragrance free topical solution 
Starts working by [on[ contact 
[In[ child-resistant packaging 

• Convenient [to use], easy to apply [topical solution[ 
EFFtTIXrM Plus Topical Solution for Dogs remains effective after bathing, shampooing, water immersion, or sunlight 
exposure. 
Waterproof [remains effective after bathing and swimming] for up to four weeks [a month][one month[ 
Remains effective after exposure to sunlight 
Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
Remains effective even after bathing [and swimming[ 
Remains effective after exposure to rain and/or sunlight 
Still works after bathing, swimming or exposure to sunlight 
Maintains residual efficacy after bathing and swimming 
Remains effective after bathing [and swimming) [[for a month] [for one month[ [for up to four weeks[[ 
For dogs that enioy the outdoors 
For indoor and outdoor dogs 
Convenient topical treatment for dogs who enjoy the outdoors 
Formulated for dogs that love the outdoors 
For dogs that enjoy the outdoors 
Sold by veterinarians 
Illustration of flea life cycle 
Illustration of tick life cycle 
Illustration of mosquito life cyde 
Illustration of mite life cycle 
Illustration of louse life cycle 
Illustration of flea 
Illustration of tick 
Illustration of mosquito 
Illustration of mite 
Illustration of louse 
Picture or illustration of a dog [or puppy[ 
Picture or illustration of the Virbac logo 
Picture or illustration of the primary package [applicator tubes] 
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Text for Front Panel, Back Panel, Inside Flap and Side Panel 
See package insert(s} for directions for use and frequency of application 
See package insert for directions for use and storage and disposal 
See package insert for frequency of application and storage and disposal 
Open resealable label for directions for use 
Open resealable label for directions for use and storage and disposal 
See back panel for additional precautTonary statements 
See package insert(s} for frequency of application 
See enclosed insert(s} for directions for use and storage and disposal 
See enclosed insert(s} for directions for use 
Lift here to open (LIFT HERE TO OPEN) 
For Use on Dogs ONLY 
Use ONLY on dogs 
See inside flap for directions fur use 

Textfor Foil of Blister package 
Virbac 
EFFITIXTM Plus Topical Solution For Dogs 
Only for use on dogs (4 to 10.91bs.t1 to 22.g lbs. 23-44.91bs, 45-88.91bs, 89-1321bs)/(0.017 oz .0.034 fi oz,0.068 fl oz, 0.135 fi oz. 
0.203 fl oz) (0.5 mL, f.O mL, 2.0 mL, 4.0 mL, 6.0mL) 
Contains ~pronil (6.0%}, permethrin (44.88%), and pyriproxyfen (f.8%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
EPA Reg. No. 2382-xxx 
DO NOT USE ON CATS 
CAT PROHIBITION ICON 

Text for Applicator Tube 
Virbac 
EFFIT!X1MPius 
Topical Solution For Dogs 
Only for use on dogs 
(4 to 10.91bs. t1to 22.91bs 23-44.91bs. 45-88.91bs, 89-1321bs)/ 
(0.017 fl oz. 0.034 fl oz, 0.068 fl oz. 0.135 fl oz. 0.203 fl oz) [/ {0.5 mL (1.0 mL, 2.0 mL, 4.0 mL, 6.0mL)J 
Contains fipronil (6.0%), permethrin (44.8%), and pyriproxyfen {1.8%) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
DO NOT USE ON CATS 
EPA Reg. No. 2382-xxx 
CAT PROHIBITION !CON 

MARKETING CLAIMS 

[Mu!liple Infestations] 
For convenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea pupae, flea larvae, ticks, mosquitoes, 
and lice. 
[When] Applied topically on a monthly basis, EFF!TIX"" Plus Topical Solution for Dogs repels and kills fleas, ticks and 
mosquitoes, kills flea eggs, flea lervae, [bijing, chewing] lice, aids in the control of sarcoptic mites, and repels (and inhibits 
blood feeding by} biting flies and mosquitoes. 
[When[ Applied topically on a monthly basis, EFF!TIX"" Plus Topical Solution for Dogs repels and kills fleas, licks and 
mosquitoes, kills flea eggs. flea larvae. [biting, chewing} lice, aids in the control of mites that may cause sarcoptic mange, 
and repels ]and inhibits blood feeding by} bitin~ flies and mosquitoes. 
For easy and convenient application, EFFITIX " Plus Topical Solution for Dogs is available in sizes for puppy/toy dogs [8 
weeks old or older] and 4to t0.91bs (0.17 fl oz](0.5 mL}, small dogs 1t to 22.g lbs [0.034 t1 oz}(1.0 mL), medium dogs 23-
44.91bs ]0.068 11 oz.] {2.0mL]. large dogs 45-88.91bs ]0.135 fl oz] (4.0 mL], and extra large dogs 8g·132 lbs (0.203 fi oz] 
]6.0 mL~ 

• EFFITIX"" Plus Topical Solution for Dogs contains the active ingredients fipronil, permethrin, and pyriproxyfen which 
control infestations caused by fleas, flea eggs, flea pupae, flea larvae, ticks and lice; repel]against] biting flies. and repel 
and kHI mosquitoes. 
Kills fleas, flea eggs, flea larvae, ticks, lice and mosquitoes, repels biting flies and mosquitoes 
Repels and kills fleas and ticks 

• Repels fleas, ticks, biting flies and mosquitoes 
Kills and repels ticks 
For the control and prevention of flea, flea egg, flea pupae, flea larvae, [and lice] infestations 
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Insert 

FREQUENCY OF APPLICATION 
Fleas, flea eJlgS, flea pupae, flea larvae, Ucks, [biting and chewing) and lice inlestations can be controlled with monthly applications 
of EFFITIXT Plus Topical Solution for Dogs. Biting flies and mosqul!oes are (also[ repelled by EFFlTIX..,' Plus Topical Solution for 
Dogs. 

Fleas: EFFITIXr"' Plus Topical Solution for Dogs can start killing adult fleas within 6 hours and lasts for[up to[ three months against 
adult fleas, flea eggs and flea larvae. Apply monthly if your dog has fleas that may cause flea allergy derma\iijs (FAD), or if re­
inlestation is likel?'-
ncks: EFFITIX1 Plus Topical Solution for Dogs can kill ticks for at least a month. Apply monthly where tick control is consistenliy 
needed. 
lice: EFFITIXTM Plus Topical SoluUon for Dogs can kill biting and chewing lice for (up to[ a month. Apply monthly where lice control 
is consistently needed. 
Miles: EFFlTIXT" Plus Topical Solution for Dogs aids in [the[ control of [sarcoptic mange]J[mite infestations that may cause sarcoptic 
mange[. 
Biting flles and Mosquitoes: Wilen applied monthly, EFFlTtX™ Plus Topical Solution for Dogs [prevents blood feeding byJ (and[ 
(repels) blling fiies and mosquitoes for up to 4 weeks (a [one[ month). Kills mosquitoes for up to four weeks [a [one[ month). 

Notes: Wait atleas\30 days before re-application of EFFlTlXm Plus Topical Solution for Oogs. Avoid contact with treated area until 
do. 

Back Panel (single presentation on insert[ 
STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and dispose\. 
STORAGE: Store unused product in original container only, out of reach of children and animals. 
PESTICIDE /CONTAINER DISPOSAL: lf empty: Nonrefillable. Do not reuse or refill this container. Offer for recycling, if available. 
If partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down any indoor or 
outdoor drain. 

Inside Flap (single presentation on insert] 

LIMITED WARRANTY AND OlSCLAlMER 
VlRBAC warrants this product only if il is used, stored and handled in accordance with the label instructions. The buyers and users 
are solely responsible for all risks of use and handling of this product when such use and handling are contrary to or differ from the 
label instructions. To the extent permated by applicable law, any damages arising from a breach of this warranty shall be limited to 
direct damages only and shall not include any type of consequential damages. 

How supplied: For easy and convenient application, EFFlTlXTM Plus Topical Solution for Dogs is available in sizes for puppy/toy 
dogs 8 weeks old or older and 4\o \0.9 lbs (0.017 oz]/(0.5 ml), small dogs 11 to 22.9 lbs {0.034 fl oz)f{\.0 ml), medium dogs 23-
44.9\bs (0.068 fi ozj/(2.0 ml], large dogs 45-88.9\bs {0.135 fi oz)f(4.0 ml], and extra large dogs 89-132\bs (0.203 fi oz)t(6.0 ml]. 

Net Contents: 1 (3, 6 or 36) single-dose applicalor(s) per package containing 0.5 ml, (fml, 2ml, 4ml or 6ml)f 0.017 fl oz, (0.034 fl 
oz, 0.068 fi oz, 0.135 fl oz. 0.203 fl oz) (of solution). 

[Detachable) calendar (monthly application) reminder stickers (with illustration of dog or puppy[ 

Back Panel (single presentation on side panel) 
EPA Reg. No. 2382-xxx 
EPA Est. No. 2382-FRA-1 

VlRBAC AH, INC. 
PO BOX 162059 
FORT WORTH TX 76161 
1-800-338-3659 

Made in France 
EFFlTtX™ is a trademarkofVirbacSA 
Questions or comments? Call: 1-800-338-3659. 
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Back Panel (single presentation on insert) 

IF SWALLOWED: 

IF IN EYES: 

IF ON SKIN OR 
CLOTHING: 

Catt a poison con trot center or dod or immediately for treatment advice. 

Have person sip a glass of water if able to swallow. 

Do not induce vomiting unless told to do so by a poison control center or doctor. 

Hold eye open and rinse slowly and gently with water for tS-20 minutes. 

Remove contact tenses. if present. after the first 5 minutes, then continue rinsing eye. 

Take off contaminated clothing. 

Rinse skin immediately with plenty of water for tS-20 minutes. 

You may also contact the Hotline number 1-800-338-3659 for human or veterinary health concerns, emergency 

medical treatment information or pesticide incidents. 

Inside flap (single presentation insert only) 

DIRECTIONS FOR USE 

It is a violation of Federal taw to use this product in any manner inconsistent with its !abetting. Do not ettow children to apply product 
TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL 
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFUlLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON 
CATS OR RABBITS. DO NOT USE ON OTHER ANIMAlS. 

DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs and puppies under 8 weeks of age. Do not split tubes 
between dogs. Do not use multiple tubes on one dog. Weigh your dog to be sure you are applying the right dose formulated for the 
weight of your dog. Overdosing your dog can result in serious itt ness. Do not bathe your dog within the first 24 hours after the 
product has been applied. If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your veterinarian before 
applying any topical flea and tick control product. 

Do not apply more often than once a [per) month [every 30 deys]. 

For use on DOGS and PUPPIES 8 weeks otd or older. To repel and kilt fleas, ticks, and mosquitoes; to kilt flea eggs, pupae and 
larvae, lice, and to aid in control of mites; to repel and prevent blood feeding by biting flies. Apply monthly according to directions for 
use. 

APPLICATION DIRECTIONS 

1. Remove one applicator from packaging. 
Hold applicator upright and remove cap. 

2. Invert cap and place other end back onto applicator tip. 
Push cap down to break seat. 
Remove cap prior to treatment application. 

3. Part dog's hair until skin is visible. 
Place applicator tip directly against exposed skin. 

3a. Forsmalt dogs and puppies 8 weeks old or older weighing 4to 10.9 tbs or weighing 11 to 22.9 tbs- Deposit 
entire contents by squeezing the entire applicator contents onto dog's skin, at 
a single site, between the shoulder blades as shown in diagram 3a. 

3b. For medium dogs 23-44.9 tbs or large dogs 45-88.9 tbs- Apply the product evenly to three spots on the dog·s back, 
starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 3b. 
squeezing the applicator until empty. 

3c. For extra large dogs 89-132 tbs-Appty the product evenly to four spots on the dog's back, starting between the 
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the 
applicator until empty. 

Ensure that EFFtTtX"" Ptus Topical Solution for Dogs is not applied superficially on dog's hair. 
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Virbac's Master Label 
Date 19 July 2012 Version US-19 EPA Reg. No. 2382-xxx 
Fipronii+Permethrin+Pyriproxyfen Topical Solution for Dogs 

Optional Text Appears In Brackets 

EFFITIX™ PLUS TOPICAL SOLUTION FOR DOGS 

Front, back and side panels 

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER {WEIGHING 4 TO 10.9 LBS, 

WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 89 
TO 132 LBS). 
Front panel and Back Panel 

ACTIVE INGREDIENTS: 
Flpronil.. ...... . . ..................................... 6.0% 
Permethrin" .............•...•...... 
Pyriproxyfen ........ . 

OTHER INGREDIENTS: ................................. . 

TOTAL: ...........................•....•..•........•......•......•...•..•...• 
• cis/trans ratio: maximum 55% (±)cis and minimum 45% (±)trans 

Back Panel 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

• ......•...•...• 44.8% 
1.8% 

. ... 47.4% 

100.0% 

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with skin, eyes, or clothing. Wash hands 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, using tobacco. or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use on dogs ONLY. 

Symbol on Front Panel/ Symbol and text on Back panel 

DO NOT USE ON CATS- IF INGESTED BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATED DOG, THIS 
PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS OCCURS, CONTACT YOUR VETERINARIAN 
IMMEDIATELY. 

Back Panel 

Do not use on puppies under 8 weeks of age. Individual sensitivities. white rare, may occur after using ANY pesticide product. Dogs 
may experience some temporary irritation at the site of product application. tf signs of sensitivity occur, bathe your pet with mild soap 
or shampoo and rinse with large amounts of water. tf signs of sensitivity occur and persist. contact a veterinarian immediately. !/your 
dog has an unusual reaction to the initial application, consult a veterinarian before repeating application. Certain medications can 
interact with pesticides. Consult a veterinarian be1ore using on medicated, debilitated, aged, pregnant or nursing dogs, or animals 
known to be sensitive to pestidde products. 
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[Fleas] 

• 

• 

• 

• 
• 
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Research has shown that fiea, flea egg, flea puv,ae, fiea larvae, tick [biting and chewing} lice infestations, can be 
controlled wl!h month};~, applications of EFFITIX M Plus Topical Solution for Dogs. Biting fiies and mosquitoes are ]also] 
repelled by EFFITIX7 Plus Topical Solution for Dogs. 
Effective monthly application against fleas, flea eggs, flea pupae, flea larvae, ticks and mosquitoes 
Kills fleas, flea eggs, flea larvae, !leks and mosquitoes for up to one month 
Monthly application is recommended for control and prevention of fleas, flea eggs, flea pupae. flea larvae, ticks and 
mosquitoes 
Long lasting flea, flea egg, flea pupae, flea larvae. tick and mosquito control for your pet 
EFFITIX"" Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, flea 
larvae, ticks, biting flies, mosquitoes, and lica on dogs 8 weeks of age and older 
Helps to relieve your dog's pain ]discomfort] by controlling flea, flea egg, flea pupae, flea larvae, tick and lice infestations 
Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, babesiosis, anaplasmosis, ehrlichiosis, 
hepatozoonosis and heartworm disease. 
Kills fleas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in control of sarcoptic mites 
Kills fleas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in control of mites that may cause sarcoptic mange 
Kills and repels fleas, ticks, and mosquitoes. 

Fleas: EFFtnXT"' Plus Topical Solution for Dogs can kill adult fleas in 6 hours and adult fleas, flea eggs and flea larvae for 
up to three months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis ]FAD], or if reinfestation is 
likely. 
Kills newly emerged adult fleas prior to egg laying 
Fleas, flea eggs, and flea larvae in the dog's environment are killed following contact with EFFITIXTM Plus Topical Solution 
for Dogs 
Prevent all immature flea stages in the dog's environment from developing 
Sterilizes and kills [adult] fleas 
Prevents all flea stages {adult fleas, flea eggs, flea pupae and flea larvae} 
Prevents development of all flea stages (flea eggs, flea pupae and flea larvae} for up to ]3 months) [90 days] 
Dual Action: fipronil and permethrin to kill adult fleas and pyriproxyfen to kill flea eggs and flea larvae 
With pyriproxyfen [IGR}"Io break ]the) flea life cycle 
•insect growth regulator 
Kills fleas ]within 6 hours] that may transmit bartonellosis. [tularemia[[and tapeworm) 
Kills fleas ]within 6 hours] that may transmit the following diseases: bartonellosis, [tularaemia] [and tapeworm infestations] 
Kills fleas ]within 6 hours] that may transmit the following diseases: bartonellosis and tularemia 
Rapid kill of fleas is important in the prevention of the following diseases: bartonellosis and tularemia 
Acts to kill fleas that may transmit the following disease: bartonellosis and tularemia 
Kills fleas that may serve as an intermediate host for tapeworms ]Dipylidium caninum) 
Kills fleas that may serve as an intermediate host for cysticercoids ot tapeworms 
Kills fleas thai may serve as hosts for life cyde intermediates of tapeworms 
Kills [adult} fleas ]within 6 hours] that may cause Flea Allergy Dermatitis [FAD]]or} [flea-bite anemia] 
Fleas do not have lo bite to die 
Controls highly ]irritating] [annoying] ]flea} biles 
EFFITIXTM Plus Topical Solution for Dogs rapidly kills fleas that may cause FAD [Flea Allergy Dermatitis] 
The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis ]FAD] 
EFFITIXTM Plus Topical Solution for Dogs kills fleas and may reduce the incidence ot Flea Allergy Dermatitis [FAD] 
Kills fleas which ]thai] may cause flea-bite anemia 
Effective monthly application against fleas, flea eggs, flea pupae, and flea larvae 
Effective monthly control of fleas. flea eggs, flea pupae, and flea larvae 
Kills adult fleas for up to one month ]4 weeks) 
Prevents flea eggs from hatching or developing into larvae or adult stages ]for up to [90 days]]3 months]} 
Kills adult fleas. flea eggs. and flea larvae for up to three months ]12 weeks] however if your dog is susceptible to Flea 
Allergy Dermatitis [FAD} it is recommended to use monthly 
Kills fleas, flea eggs, and flea larvae 
EFFITIXTM Plus Topical Solution for Dogs kills fleas, flea eggs, flea pupae, and flea larvae on your dog 
Once a month topical flea control for dogs and puppies 8 weeks of age or older 
EFFITIXm Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae. and 
flea larvae on dogs and puppies 8 weeks of age and older 
One application prevents further flea infestations for up to [12 weeks] ]three months]. Apply monthly if your dog has fleas 
that may cause flea allergy dermatitis {FAD}, or if reinfestation is likely. 
Monthly treatment [all year] is recommended for control and prevention of fleas, flea eggs, flea pupae, and flea larvae 
Provides ongoing protection against fleas and tha following diseases: bartonellosis,]tularemia]]and tapeworm infestations[ 
they may transmit for one month 
Stops existing flea infestations by rapidly killing adult fleas, flea eggs, and flea larvae 
Kills fleas before they lay eggs 
Stops existing flea infestations by killing adult fleas, flea eggs, and flea larvae 
Prevents ]Stops} re-infestaUons by killing adult fleas [before they lay eggs} 
Treatment with EFFIT!Xm Plus Topical Solution for Dogs rapidly kills fleas which may cause flea allergic dermatitis ]FAD] 
or flea bite hypersensitivity 
Controls flea problems 
Provides flea protection 
Use flea [prevention) ]protection] year-round 
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[Ticks} 
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Ticks: EFFITIXr"' Ptus Topical Solution for Dogs can kill ticks for [up to[at least [one] month. Apply monthly where tick 
control is consistently needed. 
Kills and repels all stages ol Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks [that may transmit Lyme 
disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis] 
Kills tid<.s including Deer ticks lthat may transmit Lyme disease and anaplasmosis!. American dog ticks [that may transmit 
Rocky Mountain Spotted Fever), Brown dog ticks [that may transmit ehrlichiosis], and Lone Star ticks [that may transmit 
hepatozoonosis] for up to one month [4 weeks] 
Kills ticks including Deer ticks 1\hat may transmit Lyme disease and anaplasmosis]. American dog ticks 1\hat may transmit 
Rocky Mountain Spotted Fever], and Brown dog ticks [that may transmit ehrtichiosis] for up to one month [4 weeks]. 
Kills Brown dog ticks [Rhipicephalus spp], American dOfl ticks [Dermacenlorvariabl1is], Deer ticks [Ixodes spp] and 
Lone Star ticks [Amblyomma amen·canum] for up to one month 14 weeks]. 
Kills Lone Star ticks (Amblyomma americanum) for 4 weeks [for up to one month]. 
Effective monthly application against ticks 

[Mosquitoes and biting flies[ 
Kills mosquitoes 
Kills mosquitoes for up lo 26 days I four weeks I Ia [one] month] 
Repels and inhibits blood feeding by biting flies and mosquitoes 
Biting flies and mosquitoes: When applied monthly, EFFITIXT"' Plus Topical Solution for Dogs [prevents blood feeding by) 
[and] [repels] biting flies and mosquitoes for [up to] 4 weeks [a [one] month] 
Repels and kills mosquitoes for up to four [4] weeks 
Prevents blood feeding by mosquitoes 
Repels and prevents [inhibits] blood-feeding by biting flies 

• Repels and kills mosquitoes often before they have a chance to take a blood meal 
IIPrevents blood-feeding by) [Kllls and repelsll mosquitoes 

• Repels biting flies 
Repels [[annoying[[bothersome][nuisance]] biting flies 
Inhibits [[annoyingllbothersome llnuisancel] biting flies 

• [[Prevents][inhibits]] blood-feeding by biting flies 
Kills mosquitoes that may carry heartworm disease 
Repels and kills mosquitos [Culex spp, Ochlerofafus spp, Aedes sppl which may vector heartworm IDirofilan·a immilisl for 
one month 

[Lice and Mites[ 
Lice: EFFITIX"" Plus Topical Solution for Dogs can kill biting and chewing lice for a [one] month. Apply monthly where lice 
control is consistenUy needed. 
Mites: [EFFITIX"" Plus Topical Solution for Dogs] aids in [the] control of mites that may cause sercoptic mange. 
Mites: [EFFITIX'"' Plus Topical Solution for Dogs] aids in [the] control of sarcoptic mites 
EFFITIX'"' Plus Topical Solution for Dogs aids in [the) control of mites that may cause sarcoptic mange. 
[When applied monthly]. EFFITIXT~ Plus Topical Solution for Dogs aids in [the] control of sarcoptic mange. 
Aids in [the] control of sarcoptic mange mite infestation 
Kills chewing and biting lice 
[Also] Kills lice and aids in control of mites that may cause sarcoptic mange 
!Also) Kills lice and aids in control of sarcoptic mites 
Controls existing chewing/biting lice inleslations 
Kills llbiting] [chewing]] lice 
For control and prevenlion of llbifingllchewinglllice linleslalions) 
Stops existing [[biting] [chewing]] lice infestations 
Prevents and controls [lbitingllchewingl)lice linfes\ations) 
Provides effective control of [[biting] [chewing]] lice [infestations] 
Kills II biting) [chewinglllice and prevents further infestations 

• For control and prevention of [infestation][with] [[biting] [chewinglJiice 

[Others[ 
I [3, 6, 36) applicator[s) [tube[sl) 0.5 ml [ t.O ml, 2.0 ml, 4.0 ml, 6.0 ml) 
1 (3, 6, 36] applicator(s] (tube[s]) 0.017 fl oz (0.034 fl oz, 0.066 fl oz, 0.135 fl oz, 0.203 fl oz] 
1 [3, 6, 36) applicator[s) [tube[sl) 0.017 fl oz 10.5 ml), [0.034 fl oz [ f.O ml], 0.068 fl oz [2.0 ml], 0.135 fl oz [4.0 ml]. 0.203 
fl oz [6.0 ml]) 
1 [3, 6, 36) applicator[s) [tube[s]) [each) containing O.D17 fl oz [0.5ml[ [0.034 fl oz [1.0 ml], 0.068 fl oz [2.0 ml], 0.135 fl 
oz [4.0 ml], 0.203 fl oz [6.0 mLO 
1 (3, 6. 36) applicator[s) [tube[s]) 
1 [3, 6, 36] monthly dose(s] (apptication[s]) 
I [3, 6, 36) applicator(s) [tubels)) 1 [3, 6, 36) month[ly) dose[s) [application[s) 
DO NOT USE ON CATS 
This product is only for use on dogs and puppies 8 weeks of age or older and weighing 4 to 10.91bs, weighing 11 to 22.9 
lbs, weighing 23 to 44.91bs, weighing 45 to 66.9 lbs, weighing 89 to 1321bs] 
Easy and convenient applicalion lepplica\ions) 
Remains effeclive for a [one] month [4 weeks] for fleas, flea eggs. flea larvae, flea pupae, ticks, mosqui\oes end biting flies 
Slops existing infestations and prevents establishment of new infestations for fleas and ticks 
Reinfestalion of fleas, licks and mosquiloes, !biting, chewing! lice and biting flies is prevented fore [one) month 
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Convenient topical treatment for dogs 
Quick: onset of activity 
Persislent efficacy lhrough 30 days 
Prevents ]re-]infestation for one month 
Once monthly application 
Quick drying, non-greasy 
[Convenient] [to use[Easy ]to apply] spot-on ]topical] applicalion 
Fragrance [odor] free 
No noticeable odors 
Single application lasts 4 weeks ]one month] [30 days] 
Easy to use applicator makes treatment simple ]trouble free, smooth] 
Convenient, easy to apply topical solution 
Convenienl, easy lo apply and fragrance free topical solution 
Starts working by {on] contact 
]In] child-resistant packaging 
Convenient {to use], easy to apply {topical solution] 
EFFITIXrM Plus Topical Solution for Dogs remains effective after bathing, shampooing, water immersion, or sunlight 
exposure. 
Waterproof {remains effective after bathing and swimming] for up to four weeks ]a month] [one month] 
Remeins effective after exposure to sunlight 
Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
Remains effective even after bathing [and swimming] 
Remains effective after exposure to rain and/or sunlight 
Still works after bathing, swimming or exposure to sunlight 
Maintains residual efficacy after bathing and swimming 
Remains effeclive after balhing [and swimming] [for a month] {for one month] {for up to four weeks]] 
For dogs that enioy the outdoors 
For indoor and outdoor dogs 
Convenient topical treatment for dogs who enjoy the outdoors 
Formulated for dogs that love the outdoors 
For dogs that en!oy lhe outdoors 
Sold by veterinalians 
Illustration of flea life cyde 

• Illustration of tick life cycle 
Illustration of mosquito life cyde 

• Illustration of mite life cycle 
• Illustration of louse life cycle 

Illustration of fiea 
Illustration of tick 
lllustra\Ton of mosquito 

• Illustration of mite 
Illustration of louse 
Picture or illustralion of a dog ]or puppy) 
Picture or illustratlon of the Virbac logo 
Picture or illustralion of the primary package ]applicator tubes) 
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Virbac's Master Label 
Date 19 July 2012 Version US-19 EPA Reg. No. 2382-xxx 
Fipronii+Permethrin+Pyriproxyfen Topical Solution for Dogs 

Optional Text Appears In Brackets 

EFFITIX TM PLUS TOPICAL SOLUTION FOR DOGS 

Front, back and side panels 

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER (WEIGHING 4 TO 10.9 LBS, 

WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 89 
TO 132 LBS). 

Front panel and Back Panel 

ACTIVE INGREDIENTS: 
Fipronil ............................................................................. . 
Permethrin• ........................................ . 
Pyriproxyfen .. . 

OTHER INGREDIENTS: ...................... . 

TOTAL: ................................................ . 
·cis/trans ratio: maximum 55%(±) cis and minimum 45% {±) trans 

Back Panel 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

. .. 6,0% 
.. 44.8% 

1.8% 

47.4% 

100.0% 

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with skin, eyes, or dothing. Wash hands 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use on dogs ONLY. 

Symbol on Front Panclf Symbol and text on Back panel 

DO NOT USE ON CATS- IF INGESTED BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATEO OOG, THIS 
PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS OCCURS, CONTACT YOUR VETERINARIAN 
IMMEDIATELY. 

Back Panel 

Do not use on puppies under 8 weeks of age. Individual sensitivities, while rare, may occur after using ANY pesticide product. Dogs 
may experience some temporary irritation at the site of product application. If signs of sensitivity occur, bathe your pel with mild soap 
or shampoo and rinse with large amounts of water. If signs of sensijivity occur and persist, contact a veterinarian immediately. If your 
dog has an unusual reaction to the initial application. consult a veterinarian before repeating application. Certain medications can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, pregnant or nursing dogs, or animals 
known to be sensitive to pesticide products. 
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Back Panel (single presentation on insert) 

FIRST AIO 

IF SWALLOWED: . Call a poison control center or doctor immediately for treatment advice . 

• Have person sip a glass of water if able to swallow . . Oo not induce vomiting unless told to do so by a poison control center or doctor . . Oonot ive anvthin to an unconscious erson . 

IF IN EYES: . Hold eye open and rinse slowly and gently with water for 15-20 minutes . . Remove contact lenses, if present, after the first 5 minvtes, then continue rinsing eye . . Call a ooison control center or doctor for treatment advice . 

IF ON SKIN OR . Take off contaminated clothing . 
CLOTHING: 

Rinse skin immediately with plenty of water for t5-20 minutes . . . Call a poison control center or doctor for treatment advice . 
Have product container or label with you when calling a poison control center or doctor, or going for treatment 

You may also contact the Hotline number 1-800-338-3659 for human or veterinary health concerns, emergency 

medical treatment Information or pesticide incidents. 

Inside flap (single presentation insert only) 

DIRECTIONS FOR USE 

tl ~ a violation of Federal law to use this product in any manner inconsistent with its labelling. Do not allow children to apply product. 
TO PREVENT HARM TO YOU AND YOUR DOG. REAO ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL 
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON 
CATS OR RABBITS. DO NOT USE ON OTHER ANIIII1ALS. 

DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs and puppies under 8 weeks ol age. Do not split tubes 
between dogs. Do not use multiple tubes on one dog. Weigh your dog to be sure you are applying the right dose formulated for the 
weight of your dog. Overdosing your dog can result in serious illness. Do not bathe your dog within the first 24 hours after the 
product has been applied. II your dog ~ exhibiting signs of and/or is being treated for skin problems, talk to your veterinarian before 
applying any topical fiea and tick control product. 

Do not apply more often than once a (per) month [every 30 days[. 

For use on DOGS and PUPPIES 8 weeks old or older. To repel and kill fieas. ticks, and mosquitoes; to kill flea eggs, pupae and 
larvae, lice, and to aid in control of miles; to repel and prevent blood feeding by biting flies. Apply monthly according to directions for 
use. 

APPLICATION DIRECTIONS 

I. Remove one applicator from packaging. 
Hold applicator upright and remove cap. 

2. Invert cap and place other end back onto applicator tip. 
Push cap down to break seal. 
Remove cap prior to treatment application. 

3. Part dog's hair until skin is visible. · 
Place applicator tip directly against exposed skin. 

3e. For small dogs and puppies 8 weeks old or older weighing 4 to 10.9 lbs or weighing t1 to 22.9 lbs- Deposit 
entire contents by squeezing the entire applicator contents onto dog's skin, at 
a single site, between the shoulder blades as shown in diagram 3a. 

3b. For medium dogs 23-44.9 lbs or large dogs 45-88.9 lbs- Apply the product evenly to three spots on the dog's back, 
starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 3b, 
squeezing the applicator until em ply. 

3c. For extra large dogs 89-132 lbs-Apply the product evenly to fours pols on the dog's back, starting between the 
shoulder blades and continuing on to the second. third and fourth spots as shown in diagram 3c, squeezing the 
applicator until empty. 

Ensure thai EFFtnXrM Plus Topical Solution for Dogs is not applied superficially on dog's hair. 

EPA Reg. N<>. 2382-x.xx p:~gc 2 of 7- Pending Maslcr label Submiucd August3, 2012 

64



( 

Insert 

FREQUENCY OF APPLICATION 
Fleas, flea e.jlgs, flea pupae, flea larvae, ticks,]blling and chewing) and lice intestations can be controlled with monthly applications 
of EFFITIXT Plus Topical Solution for Dogs. Biting fiies and mosquitoes are (also] repelled by EFFITIXT"' Plus Topical Solution for 
Dogs. 

Fleas: EFFITIXTM Plus Topical Solution for Dogs can start killing adult fleas within 6 hours and lasts for (up to] three months against 
adult fleas, flea eggs and flea larvae. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAD), or if re­
infestation is like!r. 
Ticks: EFFITIXT Plus Topical Solution for Dogs can kill ticks for at least a month. Apply monthly where tick control is consistently 
needed. 
Lice: EFFITIXT"' Plus Topical Solution for Dogs can kill biting and chewing lice for ]up to] a month. Apply monthly where lice control 
is consistently needed. 
Mites: EFFtTtXT" Plus Topical Solution for Dogs aids in (the] control of]sarcoptic mange)f[mite infestations that may cause sarcoptic 
mange]. 
Biting flies and Mosquitoes: When applied monthly, EFFtTtX'"" Plus Topical Solution for Dogs (prevents blood feeding by]]and] 
]repels] biting fiies and mosquitoes for up to 4 weeks (a (one) month). Kitts mosquitoes for up to four weeks (a (one) month]. 

Notes: Walt at least 30 days before re-application of EFFtTtXT"' Plus Topical Solution for Dogs. Avoid contact with treated area until 

'~· 
Back Panel (single presentation on insert) 

STORAGE AND DISPOSAL 
Do not contaminate water. food, or feed by storage and disposaL 
STORAGE: Store unused product in original container only, out of reach of children and animals. 
PESnCtDE !CONTAINER DISPOSAL: tf empty: Nonrefillable. Do not reuse or refill this container. Offer for recycling, if available. 
If partially fitted: Call your local solid waste agency for disposal instructions. Never place unused product down any indoor or 
outdoor drain. 

Inside Flap (single presentation on insert) 

LIMITED WARRANTY AND DISCLAIMER 
VIRBAC warrants this product only if it is used, stored and handled in accordance with the label instructions. The buyers and users 
are solely responsible for att risks of use and handling of this product when such use and handling are contrary to or differ from the 
label instructions. To the extent permitted by applicable law, any damages arising from a breach of this warranty shalt be limited to 
direct damages only and shalt not include any type of consequential damages. 

How supplied: For easy and convenient application, EFFtTtX™ Plus Topical Solution for Dogs is available in sizes for puppy/toy 
dogs 8 weeks old or older and 4 to 10.9 tbs (0.017 oz)f(0.5 mL), small dogs 11 to 22.9 lbs (0.034 fl oz)/(1.0 mL), medium dogs 23-
44.9 tbs (0.068 fl oz)/(2.0 ml), large dogs 45-88.9 tbs (0. t35 ft oz)f(4.0 ml), and extra large dogs 89-132 tbs (0.203 ft oz)f(6.0 ml). 

Net Contents: 1 (3, 6 or 36) single-dose appticator(s) per package containing 0.5 ml, ( tml, 2ml, 4mLor 6ml)f 0.017 fi oz, (0.034 fl 
oz, 0.068 fi oz. o. f35 fl oz, 0.203 fl oz) (of solution). 

(Detachable) calendar (monthly application) reminder stickers (with illustration of dog or puppy] 

Back Panel (single presentation on side panel) 
EPA Reg. No. 2382-xxx 
EPA Est No. 2382-FRA-1 

VIRBAC AH, tNC. 
PO BOX 162059 
FORT WORTH TX 76161 
1-800-338-3659 

Made in France 
EFFITIXm is a trademarl<. ofVirbac S.A. 
Questions or comments? Catt: 1-800-338-3659. 
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Textfor Front Panel, Back Panel, Inside Flap and Side Panel 
See package insert(s) for directions for use and frequency of application 
See package insert for directions for use and storage and disposal 
See package insert for frequency of application and storage and disposal 
Open reseal able label for directions for use 
Open reseal able label for directions for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert(s) for frequency of application 
See enclosed insert(s) for directions for use and storage and disposal 
See enclosed insert(s) for directions for use 
Lift here to open (LIFT HERE TO OPEN) 
For Use on Dogs ONLY 
Use ONLY on dogs 
See inside fiap for directions for use 

Text for Foil of Blister package 
Vfrbac 
EFFITtX..,.. Plus Topical Solution For Dogs 
Only for use on dogs (41o 10.91bs,11 to 22.9 lbs, 23-44.91bs, 45-88.91bs, 89-1321bs)/(0.017 oz ,0.034 fl oz,0.068 fl oz, 0.135 fl oz, 
0.203 fl oz) (0.5 ml, 1.0 mL, 2.0 mL, 4.0 mL, 6.0ml) 
Conlains fipronil (6.0%), pennethrin (44.88%), and pyriproxyfen (1.8%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional dlreclions 
EPA Reg. No. 2382-xxx 
00 NOT USE ON CATS 
CAT PROHIBITION ICON 

Text for Applicator Tube 
Vfrbac 
EFFITIXr"' Plus 
Topical Solulion For Dogs 
Only for use on dogs 
{41o 10.91bs, 111o22.91bs 23-44.91bs, 45-88.91bs. 89-1321bs)f 
(0.017 fl oz. 0.034 fl oz. 0.068 fl oz, 0.135 fl oz. 0.203fl oz) [/ {0.5 mL {1.0 mL. 2.0 mL. 4.0 mL, 6.0mL)] 
Contains fipronil (6.0%), pennethrin (44.8%), and pyriproxyfen (1.8%) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional direcllons 
DO NOT USE ON CATS 
EPA Reg. No. 2382-xxx 
CAT PROHIBITION ICON 

MARKETING CLAIMS 

fMuttlple Infestations] 
For conuenlenl, quick-acting, long-lasllng, effecllve control of fleas. flea eggs. flea pupae, flea larvae, Ucks, mosquitoes, 
and lice. 
[\Nhen] Applied topically on a monthly basTs, EFFITIXn.' Plus Topical Solution for Dogs repels and kills fleas, Ucks and 
mosquiloes. kills flea eggs. flea larvae, [biting. chewing)lice. aids in the conlrol of sarcoplic miles, and repels land Tnh'tlils 
blood feeding by) blling flies and mosquitoes. 
[\Nhen] Applied topically on a monthly basis, EFFITIX;"' Plus Topical Solution for Dogs repels and kills fleas, licks and 
mosquiloes, kills flea eggs, flea larvae, [biting, chewing)lice, aids in the conlrol of miles that may cause sarcoptic mange, 
and repels (and inhibits blood feeding by[ bilin?, flies and mosquitoes. 
For easy and conuenient application, EFFITIX "'Plus Topical Solu\Ton for Dogs is available in sizes for puppy/loy dogs ]8 
weeks old or older) and 4to 10.9lbs [0.17 fl oz][O.S mL), small dogs 11to 22.91bs (0.034 fl oz][1.0 mL). medium dogs 23-
44.9 lbs ]0.068 fl oz) (2.0mL], large dogs 45-88.91bs ]0. f35 fl oz) 14.0 mL], and extra large dogs 89-132 lbs (0.203 fl oz) 
[6.0mL]. 

• EFFITIXT"' Plus Topical Solulion for Dogs conlalns the active ingredients fipronil, pennelhrin, and pyriproxyfen which 
control infestations caused by fleas, flea eggs, flea pupae, flea larvae, ticks and lice; repel]against) biting flies, and repel 
and kill mosqulloes. 
Kills fleas, flea eggs, flea larvae, ticks, lice and mosquitoes, repels biting flies and mosquiloes 
Repels and kills fleas and ticks 

• Repels fleas. licks, biting files and mosquiloes 
Kills and repels licks 
For the conlrol and prevention of flea, flea egg, flea pupae, flea larvae, (and lice] infestations 
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{Fleas] 

Research has shown that flea, flea egg, flea puf.ae, flea larvae, tick (biting and chewing) lice infestations, can be 
controlled with month,!! applications of EFFITIX "Plus Topical Solution for Dogs. Biting flies and mosquitoes are ]also] 
repelled by EFFITIXT Plus Topical Solution for Dogs. 
Effective monlhty application against fleas, flea eggs, flea pupae, flea larvae, ticks and mosquitoes 
Kills fleas, flea eggs, flea larvae, ticks and mosquitoes for up lo one month 
Monthly application is recommended for conlrol and prevention of fleas, flea eggs, flea pupae, flea larvae, ticks and 
mosquitoes 
Long lasting flea, flea egg, flea pupae, flea larvae. tick and mosquito control for your pet 
EFFITIX™ Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, flea 
larvae, licks, biting flies, mosquitoes, and lice on dogs 8 weeks of age and older 
Helps to relieve your dog's pain {discomfort] by controlling flea, flea egg, flea pupae, flea larvae, tick and lice infestations 
Kills lhe vectors that may transmit Lyme disease, Rocky Mountain spotted fever, babesiosis, anaplasmosis, ehrlichiosis . 
hepatozoonosis and heartworm disease. 
Kills fleas, flea eggs, flea larvae, licks, mosquitoes, lice, and aids in control of sarcop\ic miles 
Kills fleas, flea eggs, flea larvae, licks, mosquitoes, lice, and aids in control of mites thai may cause sarcoptic mange 
Kills and repels fleas. ticks. and mosquitoes. 

Fleas: EFFITIXTM Plus Topical Solution for Dogs can kill adult fleas in 6 hours and adult fleas, flea eggs and flea larvae for 
up to three monlhs. Apply monthly if your dog has fleas that may cause flea allergy dermatitis {FAD), or if reinfeslalion is 
likely. 
Kills newly emerged adult fleas prior to egg laying 
Fleas, flea eggs, and flea larvae in the dog's environment are killed following contact with EFFITIXm Plus Topical Solution 
for Dogs 
Prevent all immature flea slages in the dog's environment from developing 
Sterilizes and kills [adult] fleas 
Prevents all flea stages {adult fleas, flea eggs, flea pupae and flea larvae) 
Prevents development of all flea slages (flea eggs, flea pupae and flea larvae) for up to ]3 monlhs] [90 days] 
Dual Action: fipronil and permethrin to kill adult fleas and pyriproxyfen to kill flea eggs and flea larvae 
Vllith pyriproxyfen {IGR)"Io break [the) flea life cycle 
"insect growth regulator 
Kills fleas [within 6 hours) that may transmit bartonellosis, [tularemia] {and tapeworm] 
Kills fle11-s [within 6 hours) that may transmillhe following diseases: bartonellosis, ]tularaemia] [and tapeworm infeslalions) 
Kills fleas ]within 6 hours] that may transmit the following diseases: bartonellosis and tularemia 
Rapid kill of fleas is important in lhe prevention of the following diseases: bartonellosis and tularemia 
Acls to kill fleas that may transmit the following disease: bartonellosis and tularemia 
Kills fleas that may serve as an intermediate host for tapeworms {Dipylidium caninum] 
Kills fleas thai may serve as an intermediate host for cyslicercoids of tapeworms 
Kills fleas thai may serve as hosts for life cycle intermediates of tapeworms 
Kills (adult) fleas [within 6 hours) that may cause Flea Allergy Dermatitis [FAD] [or] [flea-bite anemia] 
Fleas do not have to bite to die 
Controls highly [irritating] (annoying] [flea] bites 
EFFITIX™ Plus Topical Solution for Dogs rapidly kills fleas that may cause FAD [Flea Allergy Dermatitis] 
The successive feeding activity of fleas on dogs may eli ell a hypersensitivity skin disorder known as Flea Allergy 
Dermatitis]FAO] 
EFFITIX™ Plus Topical Solution for Dogs kills fleas and may reduce the incidence of Flea Allergy Dermatitis [FAD] 
Kills fleas which ]that] may cause flea-bite anemia 
Effective monthly application against fleas, flea eggs, flea pupae, and flea larvae 
Effective monthly control of fleas, flea eggs, flea pupae, and flea larvae 
Kills adult fleas for up to one month [4 weeks) 
Prevents flea eggs from hatching or developing into larvae or adult stages [for up to [90 days) [3 months)] 
Kills adull fleas. flea eggs, and flea larvae for up to three months [12 weeks] however'if your dog is susceptible to Flea 
Allergy Dermatitis [FAD) it is recommended to use monthly 
Kills fleas, flea eggs, and flea larvae 
EFFITtx™ Plus Topical Solution for Dogs kills fleas, flea eggs, flea pupae, and flea larvae on your dog 
Once a month topical flea control for dogs and puppies 8 weeks of age or older 
EFFITIXT"' Plus Topical Solution for Dogs is indicated for the prevention and conlrol of fleas, flea eggs, flea pupae. and 
flea larvae on dogs and puppies 8 weeks of age and older 
One application prevents further flea infestations for up to [12 weeks] ]three months]. Apply monthly if your dog has fleas 
that may cause flea allergy dermatitis (FAD), or if reinfestalion is likely. 
Monthly treatment [all year] is recommended for control and prevention of fleas, flea eggs, flea pupae, and flea larvae 
Provides ongoing protection against fleas and the following diseases: bartonellosis,]tularemia]]and tapeworm infestations] 
they may transmit for one month 
Slops existing flea infestations by rapidly killing adult fleas, flea eggs, and flea larvae 
Kills fleas before they lay eggs 
Slops existing flea infestations by killing adult fleas, flea eggs, and flea larvae 
Prevents {Stops] re-infestalions by killing adult fleas [before they lay eggs) 
Treatment wilh EFFITIXTM Plus Topical Solution for Dogs rapidly kills fleas which may cause flea allergic derma litis [FAD) 
or flea bite hypersensitivity 
Controls flea problems 
Provides flea protection 
Use flea [prevention] [protection) year-round 
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[Ticks] 
Ticks: EFFtTIX™ Plus Topical Solution for Dogs can kill ticks for [up to] at least ]one] month. Apply monthly where tick 
control is consistenfly needed. 
Kills and repels all stages of Brown dog ticks, American dog ticks, Lone Star ticks, and Deer ticks [that may transmit Lyme 
disease, Rocky Mountain Spotted Fever, babesiosis, ehrlichiosis and anaplasmosis] 
Kills ticks including Deer ticks [that may transmit Lyme disease and anaplasmosis], American dO{l ticks (that may transmit 
Rocky Mountain Spotted Fever), Brown dog ticks [that may transmit ehrlichiosisL and Lone Star licks [that may transmit 
hepatozoonosis] tor up to one month ]4 weeks) 
Kills ticks including Deer ticks [that may transmit Lyme disease and anaplasmosis], American dO{l ticks (that may transma 
Rocky Mountain Spotted Fever], and Brown dog licks [that may trensmit ehrlichiosis[for up to one month [4 weeks]. 
Kills Brown dog ticks [Rhipicephalus spp[, American dO{l ticks [OermacenforvariabillsL Deer ticks ]Ixodes spp] and 
Lone Star ticks (Amblyomma americanum] for up to one month [4 weeks[. 
Kills Lone Star ticks [Amblyomma americanum) for 4 weeks ]lor up to one month]. 
Effective monthly application against ticks 

[Mosquitoes and biting flies) 
Kills mosquitoes 
Kills mosquitoes for up to 28 days [four weeks] [a [one[ month) 
Repels and inhibits blood feeding by biting flies and mosquitoes 
Biting files and mosquitoes: When applied monthly, EFFITIXfl.l Plus Topical Solution for Dogs [prevents blood feeding by] 
[and[ [repels) biting flies and mosquitoes for [up to)4 weeks [a [one[ month) 
Repels and kills mosquitoes for up to four [4[ weeks 
Prevents blood feeding by mosquitoes 
Repels and prevents [inhibits] blood-feeding by biting flies 
Repels and kills mosquitoes often before they have a chance to take a blood meal 
]]Prevents blood-feeding by] [Kills and repels]] mosquitoes 
Repels biting flies 
Repels [[annoying)[bo!hersome][nuisance]] biting flies 
Inhibits [[annoying][bothersome ][nuisance]] biting flies 
[[Prevents][inhibits][ blood-feeding by biting flies 
Kills mosquitoes that may carry heartworm disease 
Repels and kills mosquitos [Culex spp, Ochlerofafus spp, Aedes ~;pp[which may vector heartworm ]Dirofilan"a l'mmitis] for 
one month 

[Lice and Mites] 
Lice: EFFITIXT"' Plus Topical Solution for Dogs can kill biting and chewing lice for a [one] month. Apply monthly where lice 
control is consistently needed. 
Mites: [EFFITIXrr.t Plus Topical Solution for DO{ls) aids in [the] control of mites that may cause sarcoptic mange. 
Mites: ]EFFITIXT"' Plus Topical Solution for DO{ls) aids in [the] control of sarcoptic mites 
EFFITIXrr.t Plus Topical Solution for Dogs aids in [the) control of miles that may cause sarcoptic mange. 
[When applied monthly), EFFtnX"" Plus Topical Solution for Dogs aids in [the] control of sarcoptic mange. 
Aids in [the] control of sarcoptic mange mae infestation 
Kills chewing and biting lice 
]Also[ Kills lice and aids in control of mites that may cause sarcoptic mange 
[Also) Kills lice and aids in control of sarcoptic mites 
Controls existing chewing/biting lice infestations 

• Kills [[bi!ing]]chewing]) lice 
For control and prevention of [[biting] [chewing)[ lice [infestations] 
Stops existing ][biting]]chewing]]lice infestations 

• Prevents and controls ][biting) [chewing]] lice [infestations] 
Provides effective control of [[biting[ [chewingU lice [infestations[ 
Kills []bi!ing]]chewing]]lice and prevents further infestations 

• For control and prevention of pnfesla!ion][with) ][biting) [chewing]] lice 

[Others[ 
1 [3, 6, 36) applicator[s) [!ube]s)) 0.5 mL [1.0 mL, 2.0 mL, 4.0 mL, 6.0 mL) 
1 [3, 6, 36) applicator[s) [tube[s)) 0.017 fi oz [0.034 fl oz, 0.068 fl oz. 0. f35 fi oz, 0.203 fl oz) 
1 [3, 6, 36) applicator[s) [tube[s)) 0.017 fl oz [0.5 ml), (0.034 fl oz [1.0 ml[, 0.068 fi oz [2.0 ml). 0.135 fl oz]4.0 mL], 0.203 
fl oz [6.0 mL]) 
t [3, 6, 36) applicator{s) [tube[s]) [each) containing 0.017 fl oz [0.5ml] [0.034 fl oz [1.0 mL]. 0.068 fl oz [2.0 mL], 0.135 fl 
oz ]4.0 ml[, 0.203 fl oz [6.0 ml]) 
1 [3. 6. 36) applica!or[s) {!ube[s]) 
1 [3, 6, 36) monthly dose[s) [application[s]) 
1 [3, 6, 36) applicator[s) [!ube[s]) f [3, 6, 36) month[ly) dose(s) [application[s) 
DONOTUSEONCATS 
This product is only for use on dogs and puppies 8 weeks of age or older and weighing 4 to 10.91bs, weighing 11 to 22.9 
lbs, weighing 23 to 44.9lbs, weighing 45 to 88.9lbs, weighing 89 to 132 l~s) 
Easy and convenient application [applications) 
Remains effective for a [one[ month [4 weeks[ for fleas, flea eggs, flea larvae, flea pupae, ticks, mosquitoes and biting flies 
Stops existing inlestalions and prevents establishment-of new infestations for fleas and ticks 
Rein testation of fleas, ticks and mosquitoes, [biting, chewing[ lice and biting flies is prevented for a ]one] month 
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Convenient topical treatment for dogs 
Quick onset of activity 
Persistent efficacy through 30 days 
Prevents [re-]infestation for one month 
Once monthly application 
Quick drying. non-greasy 
[Convenient] [to use] Easy [to apply[ spot-on [topical[ application 
Fragrance [odor[ free 
No noticeable odors 
Single application lasts 4 weeks ]one month[ [30 days[ 
Easy to use applicator makes treatment simple [trouble free, smooth] 
Convenient, easy to epply topical solution 
Convenient. easy to apply and fragrance free topical solution 

• Starts working by [on[ contact 
]In] child-resistent packaging 
Convenient [to use[, easy to apply [topical solution] 
EFFtnx"n.' Plus Topical Solution for Dogs remains effective after bathing, shampooing, water immersion. or sunlight 
exposure. 
Waterproof [remains effective after bathing and swimming[ for up to four weeks [a month[ [one month] 
Remeins effective after exposure to sunlight 

• Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
Remains effective even after bathing [and swimming[ 
Remains effective after exposure to rain and/or sunlight 
Still works after bathing, swimming or exposure to sunlight 
Maintains residue! efficacy after bathing and swimming 
Remains effective after bathing [and swimming[ [[for a month] [for one month] [for up to four weeks[[ 
For dogs that enfoy the outdoors 
For indoor and outdoor dogs 

• Convenient topical treatment for dogs who enioy the outdoors 
Formulated for dogs that love the outdoors 
For dogs that enjoy the outdoors 

• Sold by veterinarians 
Illustration of flea life cycle 
Illustration of tick life cycle 

• Illustration oJ mosquito life cyc1e 
Illustration of mite life cycle 
Illustration of louse life cycle 

• Illustration of flea 
Illustration of tick 
Illustration of mosquito 
UlustraUon of mite 
Illustration of louse 
Picture or Ulustration of a dog [or puppy] 
Picture or illustration of the Vtrbac logo 
Picture or illustration of the primary package [applicator tubes] 

EPA Reg. NOJ. 23&2-X.'\X page 7 of 7- Pending Master label Submincd Augusl3, 2012 

69



( 

Virbac's Master Label 
Date 19 July 2012 Version US-19 EPA Reg. No. 2382-xxx 
Fipronii+Permethrin+Pyriproxyfen Topical Solution for Dogs 

Optional Text Appears In Brackets 

EFFITIX™ PLUS TOPICAL SOLUTION FOR DOGS 

Front, back and side panels 

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER (WE!GHING 4 TO 10.9 LBS, 

WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 89 

TO 132 LBS). 
Front panel and Back Panel 

ACTIVE INGREDIENTS: 
Fipronil.................... .................... . ............................ . .. .................................................... 6.0% 
Permethrin• . .. ... .•• ... . .. .•. . .. ... . . .. . .. .. . ........... .. . .................................................... 44.8% 
Pyriproxyfen...... ............ ....... .......... ... ... .................... .. . ......... 1.8% 
OTHER INGREDIENTS: ................................................................................................................................ 47.4% 

TOTAL: .................................................................................... .. 
·cis/trans ratio: maximum 55% (±)cis and minimum 45% (±)trans 

Back Panel 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

100.0% 

Harmful if swallowed or absorbed through the skin. Causes eye irrila\lon. Avoid contact with skin, eyes, or clothing, Wash hands 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use on dogs ONLY. 

Symbol on Front Panel! Symbol and text on Back panel 

DO NOT USE ON CATS -IF INGESTED BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATED DOG, THIS 
PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS OCCURS, CONTACT YOUR VETERINARIAN 
IMMEDIATELY. 

Back Panel 

Do not use on puppies under 8 weeks of age. Individual sensitivities, while rare, may occur after using ANY pesticide product. Dogs 
may experienca some temporary irritation at the site of product application. If signs of sensitivity occur, bathe your pet with mild soap 
or shampoo and rinse with large amounts of water. If signs of sensitivity occur and persist, contact a veterinarian immediately. It your 
dog has an unusual reaction to the inaial application, consult a veterinarian before repeating application. Certain medications can 
interact with pesticides. Consult a veterinarian before using on medicated, debilitated, aged, pregnant or nursing dogs, or animals 
known to be sensitive to pesticide products. 
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Back Panel (single presentation on insert) 

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice. 

Have person sip a glass of water if able to swallow. 

Do not induce vomiting unless told to do so by a poison control center or doctor. 

IF IN EYES: Hold eye open and rinse slowly and gently with water for tS-20 minutes. 

Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 

IF ON SKIN OR 
CLOTHING: 

Take off contaminated clothing. 

Rinse skin immediately with plenty of water for fS-20 minutes. 

You may also contact the Hotline number 1-800-338-3659 for human or veterinary health concerns, emergency 

medical treatment information or pesticide Incidents. 

Inside flap (single presentation insert only) 

DIRECTIONS FOR USE 

!tis a violation of Federal taw to use this product in any manner inconsistent with its labelling. Do not allow children to apply product. 
TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL 
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON 
CATS OR RABBITS. DO NOT USE ON OTHER ANIMALS. 

DO NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs and puppies under 8 weeks of age. Do nol split tubes 
between dogs. Do not use multiple tubes on one dog. Weigh your dog to be sure you are applying the right dose formulated for the 
weight ot your dog. Overdosing your dog can result in serious illness. Do not bathe your dog within the first 24 hours after the 
product has been applied. lf your dog is exhibiting signs of and/or is being treated for skin problems, talk to your veterinarian before 
applying any topical flea and tick control product. 

Do not apply more often than once a {per] month {every 30 days]. 

For use on DOGS and PUPPIES 8 weeks old or older. To repel and kill fleas, ticks, and mosquitoes: to kilt flea eggs, pupae and 
larvae, lice, and to aid in control of mites: to repel and prevent blood feeding by biting fiies. Apply monthly according to directions for 
use. 

APPLICATION DIRECTIONS 

t. Remove one applicator from packaging. 
Hold applicator upright and remove cap. 

2. Invert cap and place other end back onto applicator tip. 
Push cap down to break seal. 
Remove cap prior to treatment application. 

3. Part dog's hair until skin is visible. 
Place applicator tip directly against exposed skin. 

3a. For small dogs and puppies 8 weeks old or older weighing 4 to f0.9 lbs or weighing ff to 22.9 lbs- Deposit 
entire contents by squeezing the en~re applicator contents onto dog's skin, at 
a single site, between the shoulder blades as shown in diagram 3a. 

3b. For medium dogs 23-44.9 tbs or large dogs 45..a8.9 lbs- Apply the product evenly to three spots on the dog's back, 
starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 3b, 
squeezing the applicator until empty. 

3c. For extra large dogs 89-132 lbs- Apply the product evenly to four spots on the dog·s back, starting between the 
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the 
applicator until empty. 

Ensure that EFFlTIXm Plus Topical Solution for Dogs is not applied superficially on dog's hair. 
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Insert 

FREQUENCY OF APPLICATION 
Fleas, flea 1t\lgs, flea pupae, flea larvae, Ucks, (bltlng and chewing] and lice infestations can be controlled with monthly applications 
of EFFITIX Plus Topical Solution for Dogs. Biting flies and mosquitoes are [also) repelled by EFFITIXm Plus Topical Solution for 
Dogs. 

Fleas: EFFITIXm Plus Topical Solution for Dogs can start killing adult fleas within 6 hours and lasts for ]up to] three months against 
adult fleas, flea eggs and flea larvae. Apply monthly if your dog has fleas that may cause flea allergy dermatitis (FAO), or if re­
infestation is liketr 
Ticks: EFFITix'"' Plus Topical Solution for Dogs can kill licks for at least a month. Apply monthly where lick control is consistently 
needed. 
Lice: EFFITIXr"' Plus Topical Solution for Dogs can kill biting and chewing lice for [up to) a month. Apply monthly where lice control 
is consistenUy needed. 
Mites: EFFITIX"~" Plus Topical Solution for Dogs aids in (the) control of [sarcoptic mange)l[mite infestations that may cause sarcoptic 
mange). 
Biting flies and Mosquitoes: VVhen applied monthly, EFFITIX1.., Plus Topical Solution for Dogs ]prevents blood feeding by) [and) 
(repels[ biting flies and mosquitoes for up to 4 weeks [a (one] month]. Kills mosquitoes for up to four weeks [a (one] month). 

Notes: Wail at least 30 days before re-application of EFFITIX1.., Plus Topical Solulion for Dogs. Avoid contact with treated area until 
d~. 

Back Panel (single presentation on insert) 
STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 
STORAGE: Store unused proo'uct in original container only, out of reach of children and animals. 
PESTICIDE JCONTAINER DISPOSAL: If empty: Nonrefillable. Do not reuse or refill this container. Offer for recycling, if available. 
If partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down any indoor or 
outdoor drain. 

Inside Flap (single presentation on insert) 

LIMITED WARRANTY AND OISCLAIMER 
VIRBAC warrants this product only if it is used, stored and handled in accordance with the label instructions. The buyers and users 
are solely responsible for all risks of use and handling of this proo'uct when such use and handling are contrary to or differ from the 
label instructions. To the extent permitted by applicable law, any damages arising from a breach of this warranty shall be limited to 
direct damages only and shall not include any type of consequenlial damages. 

How supplied: For easy and convenient application, EFFITIX1.., Plus Topical Solution for Dogs is available in sizes for puppy/toy 
dogs 8 weeks old or older and 4 to 10.9 lbs (0.0 t7 oz}J(0.5 ml), small dogs 11 to 22.9 lbs {0.034 fl oz)J{1.0 ml.J, medium dogs 23-
44.9 lbs (0.068 fl oz)/(2.0 ml), large dogs 45-88.91bs (0.135 fl oz)/(4.0 ml), and extra large dogs 89-t32 lbs (0.203 fl oz)/(6.0 ml). 

Net Contents: 1 (3, 6 or 36) single-dose applicator(s) per package containing 0.5 ml, (1ml, 2ml, 4mlor6ml)l O.Ot7 fl oz, (0.034 fl 
oz, 0.068 fl oz, 0. t35 fl oz, 0.203 fl oz) (of solution). 

[Oetachable) calendar (monthly application} reminder slickers (with illustration of dog or puppy) 

Back Panel (single presentation on side panel) 
EPA Reg. No. 2382-xxx 
EPA EsL No. 2382-FRA-1 

VIRBAC AH, INC. 
PO BOX 162059 
FORT WORTH TX 76161 
1-t!00-338-3659 

Made in France 
EFFITIX1.., is a trademark otVirbac S.A. 
Questions or comments? Call: 1-t!00-338-3659. 
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Text for Front Panel, Back Panel, Inside Flap and Side Panel 
See package insert{s) for directions for use and frequency of application 
See package insert for directions for use and storage and disposal 
See package insert for frequency of application and storage and disposal 
Open reseal able label for directions for use 
Open reseal able label for directions for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert{s} for frequency of application 
See enclosed insert{s) for directions for use and storage and disposal 
See enclosed insert{s) for directions for use 
Lift here to open {LIFT HERE TO OPEN) 
For Use on Dogs ONLY 
Use ONLY on dogs 
See inside flap for directions for use 

Text for Foil of Blister package 
Virbac 
EFFITtX™ Plus Topical Solution For Dogs 
Only for use on dogs {4 to 10.91bs, f1 to 22.91bs, 23-44.91bs, 45-88.9 lbs, 89-132 lbs)/{0.017 oz ,0.034 fl oz,0.068 fl oz, 0.135 fl oz, 
0.203 fl oz) {0.5 ml, 1.0 ml, 2.0 ml, 4.0 ml, 6.0ml) 
Contains fipronil {6.0%), permethrin {44.88%), and pyriproxyfen {1.8%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
EPA Reg. No. 2382-xxx 
DO NOT USE ON CATS 
CAT PROHIBITION ICON 

Text for Applicator Tube 
Virbac 
EFFtnXTMPius 
Topical Solution For Dogs 
Only for use on dogs 
{4 to 10.91bs, f1 to22.91bs 23-44.91bs, 45-88.91bs, 89-1321bs)/ 
{O.Ot7 n oz, 0.034 fl oz, 0.068 fl oz, 0.135 tl oz, 0.203 fl oz) {/ {0.5 ml {1.0 ml, 2.0 ml, 4.0 ml, 6.0ml)) 
Contains fipronil {6.0%), permelhrin {44.8%), and pyriproxyfen {1.8%) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
DO NOT USE ON CATS 
EPA Reg. No. 2382-xxx 
CAT PROHIBITION ICON 

MARKETING CLAIMS 

!Multiple infestations] 
• For convenient, quick-acting, long-lasting, effective control of fleas, flea eggs, flea pupae, flea larvae, ticks, mosquitoes, 

and lice. 
• {'vVhen] Applied topically on a monthly basis, EFFtnX"" Plus Topical Solution for Dogs repels and kills fleas, ticks and 

mosquitoes, kills flea eggs, flea larvae. {biting. chewing) lice. aids in the control of sarcoptic mites, and repels ]and inhibits 
blood feeding by] biting flies and mosquitoes. 

• {'vVhen] Applied topically on a monthly basis, EFFtTIX™ Plus Topical Solution for Dogs repels and kills fleas, ticks and 
mosquitoes, kills flea eggs, flea larvae, {biting, chewing]lice, aids in the control of miles that may cause sercoptic mange, 
and repels {and inhibits blood feeding by] bitin~ flies and mosquitoes. 
For easy and convenient application, EFFITtx M Plus Topical Solution for Dogs is available in sizes for puppy/loy dogs ]8 
weeks old or older! and 4 to 10.9 lbs ]0.17 fl oz]]0.5 mL], small dogs 11 to 22.9 lbs {0.034 fl ozK t.O ml). medium dogs 23-
44.91bs ]0.068 fl oz]]2.0ml], large dogs 45-88.91bs ]0.135 fl oz] [4.0 mL], and extra large dogs 89-132 lbs {0.200 fl oz) 
]6.0ml]. 
EFFITIX""' Plus Topical Solution for Dogs contains the active ingredients fipronil, permelhrin, and pyriproxyfen which 
control infestations caused by fleas, flea eggs, flea pupae, flea larvae, ticks and lice; repel]against) biting flies, and repel 
and kilt mosquitoes. 
Kills fleas, flea eggs, flea larvae, ticks, lice and mosquitoes, repels biting flies and mosquitoes 
Repels and kills flaas and ticks 
Repels fleas, ficks, biting flies and mosquitoes 
Kills and repels ticks 
For the control and prevention of flea, flea egg, flea pupae, flea larvae, {and lice) infestations 
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• 

• 

• 

)Fleas] 

• 

• 
• 

• 

• 

• 

• 
• 

• 

• 

Research has shown that flea. flea egg, flea pu~ae, flea larvae, tick {biting and chewing) lice infestations, can be 
controlled with monttW applications of EFFITIX "'Plus Topical Solution for Dogs. Biting flies and mosquitoes are {also) 
repelled by EFF!TIX Plus Topical Solution for Dogs. 
Effective monthly application against fleas. flea eggs, flea pupae, flea larvae, ticks and mosquitoes 
Kills fleas, flea eggs, flea larvae, ticks and mosquitoes for up to one month 
Monthly application is recommended for control and prevention of fleas, flea eggs, flea pupae, flea larvae. ticks and 
mosquitoes 
Long lasting flea, flea egg, flea pupae, flea larvae, tick and mosqu~o control for your pet 
EFFITIXTM Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, flea 
larvae, ticks, biting fiies, mosquitoes, and lice on dogs 8 weeks of age and older 
Helps to relieve your dog's pain [discomfort[ by controlling flea, flea egg, flea pupae, flea larvae, tick and lice infestations 
Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, babesiosis, anaplasmosis, ehr1ichiosis, 
hepatozoonosis and heartworm disease. 
Kills fleas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in control of sarcoptic mijes 
Kills fleas. flea eggs, flea larvae, ticks, mosquitoes. lice, and aids in control of mltes that may cause sarcoplic mange 
Kills and repels fleas, ticks, and mosquitoes. 

Fleas: EFFITIXr"' Plus Topical Solution for Dogs can kill edult fleas in 6 hours end adult fleas, flea eggs and flea larvae for 
up to three months. Apply monthly if your dog has fleas that may cause flea allergy dermatitis [FAD], or if reinfestation is 
likely. 
Kills newly emerged adult fleas prior to egg laying 
Fleas, flea eggs, and flea larvae in the dog's environment are killed following contact with EFFillX"' Plus Topical Solution 
for Dogs 
Prevent all immature flea stages in the dog's environment from developing 
Sterilizes and kills {adult[ fleas 
Prevents all flea stages {adult fleas, flea eggs, flea pupae and flea larvae) 
Prevents development of all flea stages (flea eggs, flea pupae and flea larvae] for up to [3 months[ [90 days] 
Dual Action: fipronil and permethrin to kill adult fleas and pyriproxyfen fo kill flea eggs and flea larvae 
With pyriproxyfen {IGR]' to break [the[ flea life cycle 
'insect growth regulator 
Kills fleas [within 6 hours[ that may transmit bartonellosis, [tularemia[ [and tapeworm[ 
Kills fleas [within 6 hours[ that may transmit the following diseases: bartonellosis, [tularaemia]]and tapeworm infestations[ 
Kills fleas [within 6 hours[ that may transmit the following diseases: bartonellosis and tularemia 
Rapid kill of fleas is important in the prevention of the following diseases: bartonellosis and tularemia 
Acts to kill fleas that may transma the following disease: bartonellosis and tularemia 
Kills fleas that may serve as an intermediate host for tapeworms (Dipylidium caninum) 
Kills fleas that may serve as an intermediate host for cysticercoids of tapeworms 
Kills fleas that may serve as hosts for life cycle intermediates of tapeworms 
Kills {adult) fleas {within 6 hours) that may causa Flea Allergy Dermiltitis [FAD[ [or) [flea-bite anemia[ 
Fleas do not have to bite to die 
Controls highly [irritating[ [annoying[ [flea] biles 
EFFITIXTM Plus Topical Solution for Dogs rapidly kills fleas that may cause FAD {Flea Allergy Dermafitis[ 
The successive feeding activity of fleas on dogs may elicit a hypersensltivity skin disorder known as Flea Allergy 
Dermatitis [FAD[ 
EFFITIX™ Plus Topical Solution for Dogs kills fleas and may reduce the incidence of Flea Allergy Dermatitis [FAD[ 
Kills fleas which [thai[ may cause flea-bite anemia 
Effective monthly application against fleas, flea eggs, flea pupae, and flea larvae 
Effective monthly control of fleas, flea eggs, flea pupae, and flea larvae 
Kills aduH fleas for up to one month [4 weeks] 
Prevents flea eggs from hatching or developing into larvae or adult stages [for up to [90 days[ [3 monlhsO 
Kills aduH fleas, flea eggs, and flea larvae for up to three months [f2 weeks] however if your dog is susceptible to Flea 
Allergy Dermatitis [FAD} it is recommended to use monthly 
Kills fleas, flea eggs, and flea larvae 
EFFITIX™ Plus Topical Solution for Dogs kills fleas, flea eggs, flea pupae, and flea larvae on your dog 
Once a month topical flea control for dogs and puppies 8 weeks of age or older 
EFFITIX™ Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, and 
flea larvae on dogs and puppies 6 weeks of age and older 
One application prevents further flea infestations for up to [12 weeks[ [three months[. Apply monthly if your dog has fleas 
that may cause flea allergy dermatitis {FAD), or if reinfestation is likely. 
Monthly treatment [all year[ is recommended for control and prevention of fleas. flea eggs, flea pupae. and flea larvae 
Provides ongoing protection against fleas and the following diseases: bartonellosis,[tutaremia[[and tapeworm infestations) 
they may transmit for one month 
Stops existing flea infestations by rapidly killing adult fleas. flea eggs, and flea larvae 
Kills fleas before they lay eggs 
Stops existing flea infestafions by killing adult fleas, flea eggs, and flea larvae 
Prevents [Slops] re--infeslations by killing adult fleas {before they lay eggs] 
Treatment with EFFITIX""" Plus Topical Solution for Dogs rapidly kills fleas which may cause flea allergic dermatitis [FAD) 
or flea bile hypersensitivity 
Controls flea problems 
Provides flea protection 
Use flea [prevention]]protection[ year-round 
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{Ticks] 
Ticks: EFF!TIXTM Plus Topi~l Solution for Dogs can kill ticks for [up to[ at least [one] month. Apply monthly where tick 
control is consistently needed. 
Kills and repels all stages ol Brown dog licks, American dog licks. Lone Star ticks, and Deer ticks [that may transmil Lyme 
disease, Rocky Mountain Spoiled Fever, babesiosis, ehrlichiosis and anaplasmosis[ 
Kills licks including Deer ticks [that may transmit Lyme disease and anaplasmosis), American dog ticks {lhat may transmit 
Rocky Moun lain Spotted Fever]. Brown dog licks [I hal may transmit ehrlichiosis[. and Lone Star ticks [that may transmit 
hepalozoonosis] for up to one month {4 weeks] 
Kills licks including Deer licks {that may transmit Lyme disease and anaplasmosis], American dog licks [that may transmit 
Rocky Mountain Spotted Fever]. and Brown dog licks [that may transmit ehrlichiosis[ for up to om:~ month [4 weeks[. 
Kills Brown dog licks [Rhipicephalus spp), American dog ticks {Dermacenlorvariabilis], Deer licks {Ixodes spp[ and 
Lone Star licks {Amblyomma amen·canum[ for up to one month [4 weeks[. 
Kills Lone Star ticks [Amblyomma americanum) for 4 weeks {for up to one month]. 
Effective monthly application against ticks 

{Mosqui1oes and biting flies] 
• Kills mosquitoes 

Kills mosquitoes for up to 28 days [four weeks] [a [one] month] 
• Repels and inhibits blood feeding by biting flies and mosquitoes 
• Biling flies and mosquitoes: When applied monthly, EFFITIXrr" Plus Topical Solution for Dogs (prevents blood feeding by[ 

[and[ (repels[ biting flies and mosquaoes for [up to] 4 weeks {a {one] month] 
• Repels and kills mosquitoes for up to four [4[ weeks 
• Prevents blood feeding by mosquitoes 

Repels and prevents {inhibits] blood-feeding by biting flies 
Repels and kills mosquitoes often belore they have a chance to take a blood meal 
[[Prevents blood-feeding by] [Kills and repelsD mosquitoes 
Repels biting flies 
Repels [[annoying[[bolhersome[[nuisance[[ biling flies 
Inhibits {{annoying[[bolhersome ][nuisance[[ biling flies 
[[Prevenls[[inhibits[[ blood-feeding by biting flies 
Kills mosquitoes that may carry heartworm disease 
Repels and kills mosquitos {Culex spp, Ochlerotallls spp, Aedes spp] which may veclor heartworm [Dirofilan·a immib's] for 
one monlh 

[Lice and Mites] 
Lice: EFFlTiirn Plus Topical Solution for Dogs can kill biting and chewing lice for a [one[ month. Apply monlhly where lice 
control is consistently needed. 
Mites; [EFFITIXT" Plus Topical Solution for Dogs) aids in [the[ control of mites thai may cause sarcoplic mange. 
Mites: [EFFITIX"" Plus Topical Solution for Dogs] aids in [the[ control of sarcoptic mites 
EFFITIXT"' Plus Topical Solulion for Dogs aids in {the] control of mites that may cause sarcoptic mange. 
[When applied monthly], EFFtnX™ Plus Topical Solution for Dogs aids in [the] control of sarcoptic mange. 
Aids in {the] control of sarcoptic mange mite inlestalion 
Kills chewing and biting lice 
[Aiso] Kills lice and aids in control ol mites thai may cause sarcoptic mange 
[Aiso[ Kills lice and aids in control ol sarcoptic mites 
Controls existing chewing/biting lice infestations 
Kills [[biling] [chewing]] lice 
For control and prevention of [[biting] [chewing[[ lice [infestalions] 
Stops existing [{biling] [chewing]] lice infestations 
Prevents and conlrols [{biting] {chewing]] lice [infeslations] 

• Provides effective control of[[biling] [chewing]] lice {infestations] 
Kills [[biling] {chewing][ lice and prevents further infestations 

{Others] 

For control and prevention of {infestation]{wilh] [[biling[ [chewing]] lice 

I (3, 6, 36] applicalor[s) [tube{sD 0.5 mL { t.O mL, 2.0 mL, 4.0 mL, 6.0 mL) 
I {3, 6, 36) applicator[s) [lube[s[) 0.017 fl oz {0.034 fl oz, 0.068 fl oz, 0.135 fl oz, 0.203 fl oz) 
1 {3. 6, 36) applicalor[s) [lube[sD 0.017 fl oz [0.5 mL), {0.034 fi oz {1.0 mL], 0.068 fl oz [2.0 mL[, 0.135 fl oz [4.0 mL), 0.203 
fl oz [6.0 mL]) 
1 {3, 6, 36) applicalor[s) [lube[s[) (eech) containing 0.017 fl oz [0.5mL] {0.034 fl oz [1.0 mL], 0.068 fl oz [2.0 mL[, 0.135 fi 
oz {4.0 mL), 0.203 fl oz [6.0 mLD 
1 [3, 6, 36) applicalor{s] {tube[s]) 
1 [3, 6, 36) monthly dose{s) {application{s)) 
1 [3, 6, 36] applicalor{s] {tube[s]] 1 {3. 6, 36) monlh[ly} dose[s) [application[s) 
DO NOT USE ON CATS 
This product is only for use on dogs and puppies 8 weeks o/ age or older and weighing 41o 10.9 lbs. weighing 1 f to 22.9 
lbs, weighing 23to 44.91bs, weighing 45to 88,91bs, weighing 891o 1321bs) 
Easy and convenient application [applications[ 
Remains effective for a {one] monlh [4 weeks) lor fleas, flea eggs, flea larvae, flea pupae, ticks, mosquitoes and biting files 
Stops existing infestations and prevents establishment ol new infestations for fleas and ticks 
Reinfeslalion of fleas, ticks and mosquitoes, [biting, chewing) lice and biting flies is prevented for a [one[ monlh 
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Convenient topical treatment for dogs 
Quick onset of activity 
Persistent efficacy through 30 days 

• Prevents )re-linfestation for one month 
Once monthly apptica!Ton 
Quick drying, non-greasy 

• IConvenientllto usel Easy )to apply) spot-on )topical] application 
Fragrance )odor] free 
No noticeable odors 
Single application lasts 4 weeks )one month])30 days) 
Easy to use applicator makes treatment simple I trouble free, smooth) 

• Convenient, easy to apply topical solution 
Convenient, easy to apply and fragrance free topical solu!Ton 
Starts working by )on) con fact 
)In] child-resistant packaging 
Convenient [to use[, easy to apply [topical solution) 
EFF!TIXT"' Plus Topical Solution for Dogs remains effective after bathing, shampooing, water immersion. or sunlight 
exposure . 

• Waterprooflremains effective after bathing and swimming) for up to four weeks I a month))one month[ 
• Remains effective after exposure to sunlight 

Remains effective even after bathing, water immersion. or exposure to rain or sunlight 
Remains effective even after bathing )and swimming) 
Remains effective after exposure to rain and/or sunlight 
Still works after bathing, swimming or exposure to sunlight 
Maintains residual efficacy after bathing and swimming 
Remains effective after bathing [and swimmingl Ufor a monthllfor one monthl)for up to four weeksiJ 

• For dogs that enjoy the outdoors 
For indoor and outdoor dogs 
Convenient topical treatment for dogs who en toy the outdoors 
Formulated for dogs that love the outdoors 
For dogs that entoy !he outdoors 

• Sold by veterinarians 
Illustration of flea life cycle 
Illustration of tick life cycle 

• Illustration of mosquito life cycle 
Illustration of mite life cycle 
Illustration of louse life cycle 
Illustration of fiea 
Illustration ofllck 
Illustration of mosquito 
Illustration of mite 
Illustration of louse 

• Picture or lllustrafion of a dog )or puppyl 
Picture or illustration of the Virbac logo 
Picture or illustration of the primary package )applicator lubes] 
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Virbac's Master Label 
Date 19 July 2012 Version US-19 EPA Reg. No. 2382-xxx 
Fipronii+Permethrin+Pyriproxyfen Topical Solution for Dogs 

Optional Text Appears In Brackets 

EFFITIX TM PLUS TOPICAL SOLUTION FOR DOGS 

Front, back and side panels 

FOR USE ONLY ON DOGS AND PUPPIES 8 WEEKS OLD OR OLDER (WEIGHING 4 TO 10.9 LBS, 

WEIGHING 11 TO 22.9 LBS, WEIGHING 23 TO 44.9 LBS, WEIGHING 45 TO 88.9 LBS, WEIGHING 89 

TO 132 LBS). 
Front panel and Back Panel 

ACTIVE INGREDIENTS: 
Fipronil.. ...•..•...•...•... 
Permethrin' ............ . 
Pyriproxyfen 

OTHER INGREDIENTS: .. 

TOTAL: ................................................... .. 
• cis/trans ralio: maximum 55% (±)cis and minimum 45% (±)trans 

Back Panel 

HAZARDS TO HUMANS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
READ ENTIRE LABEL BEFORE EACH USE 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

. ......... 6.0% 
. .... 44.8% 

.......................... 1.6% 

. .......... 47.4% 

100.0% 

Harmful if swallowed or absorbed through the skin. Causes eye irritation. Avoid contact with skin, !!yes, or clothing. Wash hands 
thoroughly with soap and water after handling and before eating, drinking. chewing gum, using tobacco, or using the toilet. 

HAZARDS TO DOMESTIC ANIMALS 

For external use on dogs ONLY. 

Symbol on Front Pan!! I/ Symbol and text on Back panel 

DO NOT USE ON CATS -IF INGESTED BY CAT THAT ACTIVELY GROOMS A RECENTLY TREATED DOG, THIS 
PRODUCT MAY HAVE SERIOUS HARMFUL EFFECTS. IF THIS OCCURS, CONTACT YOUR VETERINARIAN 
IMMEDIATELY. 

Back Panel 

Do not Us!! on puppies under 8 weeks of age. Individual sensiUvities, while rare, may occur after using ANY p!!slicide product. Dogs 
may experienCI! some temporary irritation at the site of producl application. If signs of sensilivity occur, balhe your pet with mild soap 
or shampoo and rinse wilh large amounts of water. If signs of sensitivity occur and persist, conlact a veterinarian immediately. If your 
dog has an unusual reaclion to the inilial applicalion, consull a veterinarian before repeating application. Certain medications can 
inleract wilh peslicides. Consult a velerinarian before using on medicaled, debililated, aged, pregnant or nursing dogs, or animals 
known to be sensitive to pesticide products. 
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Back Panel (single presentation on insert) 

IF SWALLOWED: 

IF IN EYES: 

IF ON SKIN OR 
CLOTHING: 

Call a poison control center or doctor immediately for treatment advice. 

Have person sip a glass of water if able to swallow. 

Do not induce vomiting unless told to do so by a poison control center or doctor. 

Hold eye open and rinse slowly and gently with water for 15-20 minutes. 

Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 

Take off contaminated clothing. 

Rinse skin immediately with plenty of water for t5-20 minutes. 

You may also contact the Hotline number 1-800-338-3659 for human or veterinary health concerns, emergency 

medical treatment information or pesticide Incidents. 

Inside flap (single presentation Insert only) 

DIRECTIONS FOR USE 

11 is a violation of Federal law to use this product in any manner inconsistent with its labelling. Do not allow children to apply product. 
TO PREVENT HARM TO YOU AND YOUR DOG, READ ENTIRE LABEL AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL 
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. FOR EXTERNAL USE ON DOGS ONLY. DO NOT USE ON 
CATS OR RABBITS. DO NOT USE ON OTHER ANIMALS. 

00 NOT USE ON CATS. 

FOR EXTERNAL USE ON DOGS and PUPPIES ONLY. Do not use on dogs and puppies under 8 weeks of age. Do not split lubes 
between dogs. Do not use multiple tubes on one d(){l. Weigh your dog to be sure you are applying the right dose formulated for the 
weight of your dog. Overdosing your dog can result in serious illness. Do not bathe your dog within the firsl24 hours after the 
product has been applied. If your dog is exhibiting signs of and/or is being treated for skin problems, talk to your veterinarian before 
applying any topical flea and lick control product. 

Oo not apply more often than once a [per) month (every 30 days]. 

For use on DOGS and PUPPIES 8 weeks old or older. To repel and kill fieas. ticks, and mosquitoes; to kill flea eggs, pupae and 
larvae, lice. and to aid in control of mites: to repel and prevent blood feeding by biting flies. Apply monthly according to directions for 
use. 

APPLICATION OIRECnONS 

1. Remove one applicator from packaging. 
Hold applicator upright and remove cap. 

2. Invert cap and place other end back onto applicator lip. 
Push cap down to break seaL 
Remove cap prior to treatment application. 

3. Part dog's hair until skin is visible. 
Place applicator tip directly against exposed skin. 

3a. For small dogs and puppies 8 weeks old or older weighing 4 to 10,g lbs or weighing 11 to 22.9 lbs- Deposit 
entire contents by squeezing the entire applicator contents onlo dog's skin, at 
a single site, between the shoulder blades as shown in diagram 3a. 

3b. For medium dogs 23-44.9 lbs or large dogs 45-88.9 lbs- Apply the product evenly to three spots on the dog's back, 
starting between the shoulder blades and continuing on to the second and third spots as shown in diagram 3b, 
squeezing the applicator until empty. 

3c. For extra large dogs 89-132 lbs-Apply the product evenly to four spots on the dog's back, starting between the 
shoulder blades and continuing on to the second, third and fourth spots as shown in diagram 3c, squeezing the 
applicator until empty. 

Ensure that EFFtnXrr" Plus Topical Solution for Dogs is not applied superficially on dog's hair. 
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Insert 

FREQUENCY OF APPLICATION 
Fleas, flea ~gs, flea pupae, flea larvae, licks, {biting and chewing( and lice Infestations can be controlled with monthly applications 
of EFFITIX Plus Topical Solution for Dogs. BlUng flies and mosquitoes are {also] repelled by EFFITIXT"' Plus Topical Solution fur 
Dogs. 

Fleas: EFFlTlXrM Plus Topical Solution for Dogs can start killing adult fleas within 6 hours and lasts for (up to) three months against 
adult fleas, flea eggs and flea larvae. Apply monthly If your dog has fleas that may cause flea allergy dermatitis (FAD), or if re-
infestaUon Is l1kf,7. . 
Ticks: EFFITIX Plus Topical Solution for Dogs can kill licks for a\ least a month. Apply monthly where tick control is consistently 
needed. 
Lice: EFFlT\XrM Plus Topical Solution for Dogs can kill biting and chewing lice for [up to] a month. Apply monthly where lice control 
is consistently needed. 
Mites: EFFtnXT"' Plus Topical Solution for Dogs aids In (the( control of (sarcoptic mangeytmite infestations that may cause sarcoplic 
mange]. 
Biting flies and Mosquitoes: When applied monthly, EFFIT!Xm Plus Topical Solution for Dogs {prevents blood feeding by) (and( 
(repels) biting flies and mosquitoes fur up to 4 weeks (a (one) month). Kills mosquitoes for up to four weeks [a [one] month[. 

Notes: Wail atleas\30 days before re-application of EFFITIXT"' Plus Topical Solution for Dogs. Avoid contact with treated area until 
d~. 

Back Panel (single presentation on Insert) 
STORAGE ANO DISPOSAL 

Do not contaminate water, food, or feed by storage and disposaL 
STORAGE: Store unused product in original container only, out of reach of children and animals. 
PESTICIDE /CONTAINER DISPOSAL: If empty: Nonrefillable. Do not reuse or refill this container. Offer for recycling, if available. 
If partially filled: Call your local solid waste agency for disposal instructions. Never place unused product down any indoor or 
outdoor drain. 

lnslde Flap (single presentation on insert) 

LIMITED WARRANTY AND DISCLAIMER 

VIR SAC warrants this product only if it is used, stored and handled in accordance with the labellns\n..Jctions. The buyers and users 
are solely responsible for all risks of use and handling of this product when such use and handling are contrary to or differ from the 
label instructions. To the extent permilled by applicable law, any damages arising from a breach of this warranty shall be limited to 
direct damages only and shall not include any type of consequential damages. 

How supplled: For easy and convenient application. EFFlT!XrM Plus Topical Solution for Dogs is available in sizes for puppy/toy 
dogs 8 weeks old or older and 4\o 10.9 lbs (0.017 oz)/(0.5 ml), small dogs 11 to 22.9 lbs (0.034 fl oz)l{\.0 ml), medium dogs 23-
44.9 (bs (0.068 fl oz)/(2.0 ml), large dogs 45-88,g lbs (0.135 fl oz)/(4.0 ml). and extra large dogs 8g·132 lbs (0.203 fl oz)/(6.0 ml). 

Net Contents: 1 (3, 6 or 36) single-dose applicator(s) per package containing 0.5 ml. (1ml. 2ml, 4mLor 6ml)l 0.017 fl oz, (0.034 fl 
oz, 0.068 fl oz, 0. t35 fl oz, 0.203 fl oz) (of solution). 

{Detachable) calendar (monthly application) reminder stickers (with illustration of dog or puppy( 

Back Panel (single presentation on side panel) 
EPA Reg. No. 2382-xxx 
EPA Est. No. 2382-FRA-1 

VlRBAC AH, INC. 
PO BOX f62059 
FORT WORTH TX 7616f 
1-800-338-3659 

Made in France 
EFFlT\XrM Is a trademerk ofVIrbac S.A 
Questions or comments? Call: 1·800-338-3659. 
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Text for Front Panel, Back Panel, Inside Flap and Side Panel 
See package insert[s) for directions for use and frequency of application 
See pad<age insert for directions for use and storage and disposal 
See package insert for frequency of application and storage and disposal 
Open resealable label for directions for use 
Open resealable label for directions for use and storage and disposal 
See back panel for additional precautionary statements 
See package insert{s) for frequency of application 
See enclosed insert[s) for directions for use and storage and disposal 
See enclosed insert[s) for directions lor use 
Lift here to open (LIFT HERE TO OPEN) 
For Use on Dogs ONLY 
Use ONLY on dogs 
See inside flap for directions for use 

Text for Foil of Blister package 
Virbac 
EFFITIXTM Plus Topical Solution For Dogs 
Only for use on dogs (4\o 10.9lbs,t1to 22.91bs, 23-44.91bs, 45-88.9lbs, 89-1321bs)I(O.Ot7 oz ,0.034 fi oz,0.068 fi oz, 0.135 ft oz, 
0.203 fi oz) [0.5 mL, 1.0 mL, 2.0 mL, 4.0 mL. 6.0mL) 
Contains fipronil (6.0%), permethrin (44.88%), and pyriproxyfen (1.8%) 
KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
EPA Reg. No. 2382-xxx 
DO NOT USE ON CATS 
CAT PROHIBITION ICON 

Text for Applicator Tube 
Vi'rbac 
EFF\TIX™Pius 
Topical Solution For Dogs 
Only for use on dogs 
[4 to \0.91bs, 11 to 22.91bs 23-44.91bs, 45-88.91bs, 89-1321bs)l 
[0.017 fi oz, 0.034 fi oz, 0.068 fi oz, 0.135 fi oz, 0.203 fi oz) [I [0.5 mL {f.O mL, 2.0 ml, 4.0 mL, 6.0mL)] 
Contains fipronil (6.0%), permethrin (44.8%), and pyriproxyfen (1.8%) 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
See full label for additional directions 
DO NOT USE ON CATS 
EPA Reg. No. 2382-xxx 
CAT PROHIBITION ICON 

MARKETING CLAIMS 

[Multiple infestations] 
For convenient, quick-acting, long-lasting, effective control offieas, nea eggs, fiea pupae, flea larvae, licks, mosquitoes, 
and lice. 
[When[Applied topically on a monthly basis, EFFITIXTM Plus Topical Solution for Dogs 1epels and kills fleas, ticks and 
mosquitoes, kills flea eggs, flea larvae, (biting, chewing) lice, aids in the control of sarooptic mites. and repels (and inhibits 
blood feeding by) biting flies and mosquitoes. 
[When) Applied topically on a monthly basis, EFFITIXm Plus Topical Solution for Dogs repels and kills fleas, \leks and 
mosquitoes, kills flea eggs, flea larvae, (biting, chewing]lice, aids in the control of mites that may cause sarcoptic mange, 
and repels ]and inhibits blood feeding by] biting flies and mosquitoes. 
For easy and convenient application. EFFITIXr"' Plus Topical Solution for Dogs is available in sizes for puppy/toy dogs ]8 
weeks old or older] and 4\o 10.9 lbs ]0.17 fl oz][O.S mLL small dogs 11 to 22.9 lbs [0.034 fl oz]] f.O mL), medium dogs 23-
44.91bs [0.068 fl oz] [2.0mLL large dogs 45-88.91bs ]0.135 fl oz[ [4.0 mLL and extra large dogs 89-1321bs [0.203 fl oz[ 
]6.0mL]. 
EFFITIXru Plus Topical Solution for Dogs contains the active ingredients f1pronil, perrnethrin, and pyriproxyfen which 
control infestations caused by fleas, flea eggs, flea pupae, flea larvae, ficks and lica; repel]ageinst) biting flies, and repel 
and kill mosquitoes. 
Kills fleas, flea eggs, flea larvae, licks, lice and mosquitoes, repels biting flies and mosquitoes 
Repels and kills fleas and licks 
Repels fleas, licks. biling flies and mosquitoes 
Kills and repels ticks 
Frn the control and prevention of flea, flea egg, flea pupae, flea larvae,]and lice] infestations 
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• 
• 

• 

• 

• 
[Fleas] 

( 

Research has shown that flea, flea egg, flea Pllfulll, flea larvae, tick (biting and chewing) lice infestations, can be 
controlled with month~ applications of EFFITIX Plus Topical Solution for Dogs. Biting flies and mosquitoes are ]also] 
repelled by EFFITIXT Plus Topical Solution for Dogs. 
Effective monthly application against fleas, flea eggs, flea pupae, flea larvae, ticks and mosquitoes 
Kills fleas, flea eggs, flea larvae, licks and mosquitoes for up to one month 
Monthly application is recommended for control and prevention of fleas, flea eggs, flea pupae, flea tarvae, ticks and 
mosquitoes 
Long lasting flea, flea egg, flea pupae, flea larvae, tick and mosquito control for your pet 
EFF!TIX™ Plus Topical Solution for Dogs is indicated for the prevention and control of fleas, flea eggs, flea pupae, flea 
larvae, ticks, biting flies, mosquitoes, and lice on dogs 8 weeks of age and older 
Helps to relieve your dog's pain [discomfort[ by controlling flea, flea egg, flea pupae, flea larvae, lick and lice infestations 
Kills the vectors that may transmit Lyme disease, Rocky Mountain spotted fever, babesiosis, anaplasmosis, ehrlichiosis, 
hepatozoonosis and heartworm disease. 
Kills fleas, flea eggs, flea larvae, ticks, mosquitoes, lice, and aids in control of sarcoptic mites 
Kills fleas, flea eggs, flee larvae, ticks, mosquitoes, lice, and aids in control of mites that may cause sarcoptic mange 
Kills and repels fleas, ticks, and mosquitoes . 

• Fleas: EFFITIXT"' Plus Topical Solution for Dogs can kill adult fleas in 6 hours and adult fleas, flea eggs and flea larvae for 
up to three months. Apply monthly if your dog has fleas that may cause flea allergy dermatitls ]FAD], or it reinfesta.tion is 
likely. 
Kills newly emerged adult fleas prior to egg laying 
Fleas, flea eggs, and flea larvae in the dog's environment are killed following contact with EFF!TIXm Plus Topical Solution 
for Dogs 
Prevent all immature flea stages in the dog's en\lironment from developing 
Sterilizes and kills (adult) fleas 
Prevents all flea stages [aduH fleas. flea eggs, flea pupae and flea larvae[ 
Prevents development of all flea stages [flea eggs, flea pupae and flea larvae) for up to [3 months[ [90 days[ 
Dual Action: ~pronil and permethrin to kill adult fleas and pyriproxyfen to kill flea eggs and flea larvae 
Wtth pyriproxyfen [IGRr to break ]the] flea life cycle 
•insect growth regulator 
Kills fleas [within 6 hours] that may transml! bartonellosis. [tularemia[[and tapeworm] 
Kills fleas ]within 6 hours] that may transmit the following diseases: bartonellosis, (tularaemia) (and tapeworm infestatlons] 
Kills fleas [within 6 hours[ that may transmit the following diseases: bartonellosis and tularemia 
Rapid kill of fleas is important in the preventlon of the following diseases: bartonellosis and tularemia 
Acts to kill fleas that may transmit the following disease: bartonellosis and tularemia 
Kills fleas that may serve as an intermediate host for tapeworms ]Dipyficlfum canlnum] 
Kills fleas that may serve as an intermediate host for cyslicercoids of tapeworms 
Kills fleas that may serve as hosts for life cycle intermediates of tapeworms 
Kills [adult[ fleas ]within 6 hours] that may cause Ftea Allergy Dermatitis [FAD]]or[ [flea-bite anemia[ 
Fleas do not have to bite to die 
Controls highly[irritating[]annoying]]flea] bites 
EFF!TtXT"' Plus Topical Solution for Dogs rapidly kills fleas that may cause FAD [Flea Allergy Dermatitis] 
The successive feeding activity of fleas on dogs may elic~ a hypersensiti\lity skin disorder known as Flea Allergy 
Dermatitis [FAD! 

• EFFtTIXThl Plus Topical Solution for Dogs kills fleas and may reduce the incidence of Flea Allergy Dermatitis [FAD! 
• Kills fleas which [that] may cause flea-bite anemia 

Effective monthly application against fleas, flea eggs, flea pupae, and flea larvae 
• Effective monthly control of fleas, flea eggs, flea pupae, and flea larvae 

Kills adult fleas for up to one month [4 weeks] 
Prevents flea eggs from hatching or developing into larvae or adult stages [for up to ]90 days[J3 monthsfl 

• Kills adult fleas, flea eggs, and flea larvae for up to three months [12 weeks] however if your dog is susceptible to Flea 
Allergy Dermatitis [FAD) it is recommended to use monthly 

• Kills fleas, flea eggs. and flea larvae 
• EFFITIXm Plus Topical Solution for Dogs kills fleas, flea eggs, flea pupae, and flea larvae on your dog 

Once a month topical flea control for dogs and puppies 8 weeks of age or older 
• EFFITIXm Plus Topical Solution for Dogs is indicated for the prevention and control ot fleas, flea eggs, flea pupae, and 

flea larvae on dogs and puppies 8 weeks of age and older 
One application prevents further flea infestations for up to [12 weeks] [three months[. Apply monthly if your dog has fleas 
that may cause flea allergy dermatitis (FAD[, or if reinfestation is likely. 
Monthly treatment[alt year] is recommended for control and prevention of fleas, flea eggs, flea pupae, and flea larvae 
Pro\lides ongoing protection against fleas and the following diseases: bartonellosis,[tularemia]]and tapeworm infestations] 
they may transmit for one month 
Stops existing flea infestations by rapidly killing adult fleas, flea eggs, and flea larvae 
Kills fleas befora they lay eggs 

• Stops existing flea infestations by killing aduH fleas, flea eggs, and flea larvae 
Prevents [Stops] re-infestations by killing adult fleas (before they ley eggs) 

• Treatment with EFF!TtX™ Plus Topical Solution for Dogs rapidly kills fleas which may cause flea allergic dermatitis ]FAD! 
or flea bite hypersensitiliity 
Controls flea problems 

• Pro\lides flea protection 
Use flea [prevention] [protection[ year-round 

EPA Reg. No. 2382-x.u page 5 of 7- Pending Master label Submitted August), 2012 

81



[Ticks) 
Ticks: EFFITIXrn Plus Topical Solution for Dogs can kJII ticks for [up to) at least [one[ month. Apply monthly where tick 
control is consistently needed. 
Kills and repels all stages ol Brown dog ticks, American dog ticks, Lone Slar ticks, and Deer ticks [that may transmit Lyme 
disease, Rocky Mountain Spotted Fever, babesiosis, eh~ichiosis and anaplasmosis[ 
Kills ticks including Deer ticks [that mey transmit Lyme disease and anaplasmosis[, American dog ticks {that may transmit 
Rocky Mountain Spotted Fever), Brown dog ticks [that may transmit eh~ichiosis), and Lone Star ticks [that may transmit 
hepatozoonosis[ for up to one month [4 weeks) 
Kills ticks including Deer ticks [that may transmit Lyme disease and anaplasmosis[, American dog ticks [that may transmit 
Rocky Mountain Spotted Fever], and Brown dog ticks [that may transmit eh~ichiosis) tor up to one month [4 weeks). 
Kills Brown dog ticks (Rhipicephalus spp[, American dog ticks [Dermacen/orvariabilis), Deer ticks [IXodes spp] and 
Lone Star ticks [Amblyomma amen·canum) for up to one month [4 weeks). 
Kills Lone Star ticks {Amblyomma americanum) for4 weeks {for up to one month[. 
Effective monthly application against ticks 

[Mosquitoes and biting flies) 
Kills mosquitoes 
Kills mosquitoes for up to 28 days )four weeks[ [a [one] month[ 
Repels and inhibits blood feeding by biting flies and mosquitoes 
Biting flies and mosquitoes: When applied monthly, EFFtnX™ Plus Topical Solution for Dogs [prevents blood feeding by) 
[and] [repels] biting flies and mosquitoes tor [up to) 4 weeks [a [one) month[ 
Repels and kills mosquitoes for up to four [4[ weeks 
Prevents blood feeding by mosquitoes 

• Repels and prevents [inhibits[ blood-feeding by biting flies 
• Repels and kills mosquitoes often before they have a chance to take a blood meal 

[[Prevents blood-feeding by) [Kills and repels[[ mosquitoes 
Repels biting files 

• Repels [[annoying[[bothersome[[nuisance][ biting fiies 
Inhibits [[annoying[[bothersome [[nuisanceO biting flies 

• [[Prevents][inhibitsO blood-feeding by biting flies 
• Kills mosquitoes that may carry heartworm disease 

Repels and kills mosquitos {Culex SpP, Och/erofa/us spp, Aedes spp) which may vector heartworm (Dirofilaria immitis[ for 
one month 

{Lice <md Mites} 
• Lice: EFFITIX™ Plus Topical Solution for Dogs can kJII biting and chewing lice for a [ona] month. Apply monthly where lice 

control is consistently needed. 
• Mites: [EFFITIXrn Plus Topical Solution for Dogs) aids in [the) control of mites that may cause sarcoptic mange. 

Mites: [EFFITIXrn Plus Topical Solution for Dogs] aids in [the) control of sarcoptic mites 
EFFinXrn Plus Topical Solution for Dogs aids in {the) control of mites that may cause sarcoptic mange. 
[When applied monthly], EFFITIXTM Plus Topical Solution for Dogs aids in [the[ control of sarcoptic mange. 
Aids in [I he[ control of sarcoptic mange mite infestation 
Kills chewing and biting lice 
)Also) Kills lice and aids in control of mites that may cause sarcoptic mange 
[Also) Kills lice and aids in control of sarcoptic mites 
Controls existing chewing/biting lice intestations 
Kills [{biting) {chewing[[ lice 
For control and prevention ot [[biting] [chewing]jlice [inleslations] 
Slops existing [[biting) {chewing[[ lice infestations 

• Prevents and controls [[biting[ [chewing[[ lice ]infestations] 
Provides effective control of [[biting[ [chewing[[ lice [infestations[ 
Kills [{biting) [chewingO lice and prevents further infestations 

• For control and prevention of [inlestation[[wilh) [[biting[ [chewingO lice 

[Others} 
1 {3, 6, 36) applicator{s} {tube[sj) 0.5 mL {1.0 mL, 2.0 mL, 4.0 mL, 6.0 mL) 
1 [3, 6, 36) applicator[s) [tube[s)] 0.017 fl oz [0,034 fi oz. 0.068 fl oz. 0. t35 fl oz, 0203 fl oz} 
1 {3, 6, 36) applicator[s) [tube[s)) 0.017 fl oz [0.5 mL), [0.034 fl oz [1.0 mL). 0.068 fl oz [2.0 mL), 0,135 fi oz{4.0 mL[, 0.203 
fl oz [6.0 mL]] 
1 {3, 6, 36) applicator[s) [tube[s)) [each) containing 0.017 fl oz [O.Sml) {0.034 fl oz [1.0 mL), 0,068 f\ oz)2.0 mL], 0.135 f\ 
oz [4.0 mL[, 0.203 fl oz [6.0 mL]] 

• 1 [3, 6, 36) applicator{s) {tube[s)) 
1 [3, 6, 36) monthly dose[s) [application[sO 
1 {3, 6, 36) applicator{s) {tube(s)) 1 {3, 6, 36) month{ly) dose{s) (application[s) 

• DO NOT USE ON CATS 
This product is only for use on dogs and puppies 8 weeks of age or older and weighing 4 to t0.91bs, weighing 11 to 22.9 
lbs, weighing 23 to 44.91bs, weighing 45 to 88.91bs, weighing 89 to 1321bs) 
Easy and convenient application [applications[ 
Remains effective for a [one) month [4 weeks) for fleas, fiea eggs, fiea larvae, fiea pupae, ticks. mosquitoes and biting files 

• Stops existing infestations and prevents establishment of new infeslalions for fleas and ticks 
Reinfestation of fieas, ticks and mosquitoes, [biting, chewing[ lice and biting files is prevented for a [one[ month 
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Convenient topical treatment for dogs 
Quick onset of activity 
Persistent efficacy through 30 days 
Prevents [re·]infestation for one month 
Once monthly application 
Quick drying, non-greasy 
]Convenient]]to use] Easy ]to apply] spot-on ]topical] application 
Fragrance [odor] free 
No noticeable odors 
Single application lasts 4 weeks ]one month]]30 days[ 
Easy to use applicator makes treatment simple [trouble free, smooth] 
Convenient, easy to apply topical solution 
Convenient, easy to apply and fragrance free topical solution 
Starts working by [on] contact 
[In[ child-resistant packaging 
Convenient ]to use]. easy to apply [topical solution] 
EFFITIX"" Plus Topical Solution for Dogs remains effective after bathing, shampooing. water immersion, or sunlight 
exposure. 
Waterproof]remains effective after bathing and swimming[ for up to four weeks [a month]]one month] 
Remains effective after exposure to sunlight 
Remains effective even after bathing, water immersion, or exposure to rain or sunlight 
Remains effective even after bathing [and swimming] 
Remains effective after exposure to rain end/or sunlight 
Still works efter bathing, swimming or exposure to sunlight 
Maintains residual efficacy after bathing and swimming 
Remains effective after bathing [end swimming]]]for e month]]for one month]]for up to four weeks][ 
For dogs the! enioy the outdoors 
For indoor and outdoor dogs 
Convenient topical treatment for dogs who enjoy the outdoors 
Fonnuleted for dogs that love the outdoors 
For dogs that enioy the outdoors 
Sold by veterinarians 
Illustration offtea life cycle 
Illustration of lick life cycle 
Illustration of mosquito life cycle 
Illustration of mite life cycle 
lllustretion of louse life cycle 
lllustretion offtea 
Illustration of lick 
lllustretion of mosquito 
Illustration of mile 
lllustretion of louse 
Picture or illustration of a dog [or puppy[ 
Picture or illustration of the Virbac logo 
Picture or illustration of the primary package [applicator lubes] 
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I. 

~~~~~~~~~~~~~~~~~"-----------------------~~X~R~•~g~;,~t~~~,;~;o'"~",~~~~~ i1i 
UnHed States _ I OPP lder 

&EPA Environmental Protection Agency -
Amendment 

Other 
I '• DC 20460 

-E''"'" '"'w 
D Resubmlssion in response to Agency letter dated ______ _ 

D Notification- Explain below 

Product Name 

I 

L 1 l labels in response to 

Agency letter dated;;--------------0 "Me Too" Application 

~ Other- Explain below 

""' " 
,, 'I'"' Sooboo It) 

Application for EFFITIX PLUS new product registration. PRIA Category R310. Please refer to attached letter. 

I I HI 

~1-1- ' 
1 Fx]:~~~lool• fv y~~~~:,, PETE 

• • • p 
'= 1-\;--i;;,-------,-;;;;;-=-1-\;-,f.;;,.------,-,;;;c;;;;;----1 F= Glass 
"C<!rtffica:ffo~ must e_:r No . .P~,.r I -y_es 1 NO. p~r 1- Paper 
be submftted Unit Packaging wgt. Package wgl L_ Other (Specify) ____ _ 

I U Label I Net 

0.5 t .3,6,36 

J Container 

'T Paper glued 
....:..:.. Stenciled 

I 1IV 

. I ~ i'"''"' of "'""'h aod 

i . Inc. 

LJ Ul 

t certify that the statements I have made on this form and all attachments thereto arc true, accurate and complete. 
i , I statement may be punishable by fine or imprisonment or 

2. ; 

~tL 
I ~~:~~esidenl of Research and Development, 

Virbac AH, Inc. 

I !~~"~,',_ "" 

I '· 

-; i s arc oosolctc. \ l"llc copy 1 · i I 

I I 

(Stamped) 

Yellow· I" 
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United States 

&EPA Environmental Protection Agency 
Amendment 

Other 

Virbac AH, Inc 
P .0. Box !62059 
Fort Worth, TX 76!61 

Check if /his is a new address 

0 Resubmission in response to Agency letler dated-----

0 Notification- Explain below 

i necessary. 

None 

i I 

EPA Reg No. 

Product Nama 

Agency letter dated::--------0 "Me Too" Application 

~ Other- Explain below 

,, 
0 Restricted 

'"' 

Application for EFFITIX PLUS new product registration. PRIA Category R310. Please refer to attached letter. 

' y., 

No 

'Cerlm''"'"'n must 
be submftted 

y., 

No 

Unit Packaging wgt. 
0.5 

I certify that the statements I have made on this form and true, accurate and complete. 
I false or misleading statement may be punishable by line or imprisonment or 

(Stamped) 
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Invoice Date 

071312US 13-JUL-12 

Invoice Description Gross Amount 

REGISTRATION FEE EFI 4,807.00 

TOTALS 4,807.00 

AI~ JrJSP;~,onGAN CHASE SANK, N.A. 
. ' '"3 r'>1 DALLAS, TX 
IVfJ• o< 6o<: e<HI0/1113 

P.O. BOX 152059 

Discount Invoice Amount 

0.00 4,807.00 

0.00 4,807.00 

101620f6!76 

FT. WORTH, TEXAS 76161 
PH_ (1317) 831·5030 VOID IF NOT CASHED IN SO DAYS l 

PAY 

TO THE 
ORDER 
OF 

Four Thousand Eight Hundred Seven Dollars And Zero Cents 

USEPA 
C/0 EXPONENT 
ATIN: JIM BARRON 
1150 CONNE=CUT AVE, NW, STE#liOO 
WASHINGTON, DC 20036 
United States 

DATE 

19-JUL-12 

' I 
CHECK AMOUNT 

••• ~~~~~'sil'i.oo I 
' I 
1 
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August 2, 2012 

Richard Gebken, PM 10 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk (REGFEE) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: EFFITJX'M PLUS Topical Solution for Dogs (EPA File Symbol2382-TBA); 
New Product Application. 

Dear Mr. Gebken, 

Virbac Ardmal Health (Virbac AH, Inc. P. 0. Box 162059, Ft. Worth, TX 76137, 
(Company Number 2382) is hereby submitting an application to register the spot-on pesticide 
product EFFITJX'M PLUS Topical Solution for Dogs. 

This product contains the active ingredients fipronil at 6.0% w/w, permethrin at 44.8%, 
and pyriproxyfen at 1.8 % w/w and is intended to control fleas, ticks, mosquitoes, and other 
pests in dogs only. 

As indicated on Form 8570-34, Virbac is using the selective method to address applicable 
data requirements for this application pursuant to 40 CFR 152.90. Pursuant to 40 CFR 152.93, 
Virbac is issuing Offer to Pay letters to the submitters of data not owned by Virbac and cited in 
this application that were originally submitted to EPA within the past 15 years. 

!. 
2. 
3. 
4. 
5. 
6. 

7. 
8. 
9. 
10. 
II. 

Below is a list of the components included with this application: 

Cover Letter; 
Transmittal Document; 
Application for Pesticide Form 8570-I for EFFITIX""' PLUS Topical Solution For.Ilo!ls; 
Confidential Statement of Formula for EFFlTIXm PLUS Topical Solution for DOg&; .. 
Data Matrix Form 8570..4 for EFFITIX""' PLUS Topical Solution for Dogs; • ••. •. 
Certification of Data Citation Form 8570-34 For EFFITIX"' PLUS Topical Solution]or 
Dogs; •••• 

• • • Proposed Use Directions for EFFITIXrn Topical Solution for Dogs- 5 copies; •••• 
3 copies ofbound PR 86-5 compliant study reports supporting registration; : •. • • • •• 
Waiver Request for Acute Inhalation Study (attached to Cover Letter); • 
Letter of Self-certification of Child-Resistant Packaging; • • •••••• 
Copy ofPRIA Check for category R-310 ($4807). • 

•• • • • • • •• 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 831-8327 

•••••• • • • • • 
•••••• • • •• . ..... 

• • ••••• 
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Waiver Request 
Registrant: Virbac Animal Health, Inc. 

Acute Inhalation Study (OPPTS 830.1300). 
Brandname: Effitixn' PLUS Topical Solution for Dogs. 

The Effitix PLUS Topical Solution for Dogs product is composed of 6.0% w/w of 
the active ingredient fipronil, 44.8% w/w of the active ingredient permethrin and 1.8% 
w/w of the active ingredient pyriproxifen. This product is packaged in single use non­
refillable applicators that are intended for one time only spot-on applications to dogs. 

The potential human inhalation exposure to this product is expected to be 
neglible. Only very small amounts of product are applied per application, depending the 
weight of the animal. Based on packaging considerations described in the proposed 
product labeling, the maximum volume of Effitix PLUS Topical Solution that can be 
administered at one time to a pet using the largest available applicator size is 
approximately 6.0 mi. This application volume represents the worst case because it is the 
dose that is recommended only for use on dogs weighing more than 89 pounds. 
Therefore, according to the proposed label, a great deal of anticipated product use will 
occur at much lower volumes on smaller dogs. 

Furthermore, the measured vapor pressure of all three active ingredients fipronil 
permethrin, and pyriproxifen are extremely low (2.8 x 10-9 mm Hg@ 25QC, 2.18 x 10-8 

mm Hg@ 25·c, and 1.0 x I0-7 mm Hg@ 20° C, respectively) indicating that all three 
active ingredients are essentially non-volatile and are therefore not expected to vaporize 
from the skin of the treated animal following application. The active ingredients will 
therefore not be available for inhalation after application according to label directions. 
Finally, the method of applying the liquid product directly to the pet creates no 
particulates, aerosols, or other respirable matter. Therefore, based on the criteria 
provided by the Agency in 40 CFR I 58.500, footnote 4 under the Toxicology Data 
Requirements, a waiver of the acute inhalation study for these products is appropriate. 

3200 Meacham Blvd. • Fort Worth, TX 76137 Telephone: (817) 831-5030 • (800) 338-3659 • 
Fax (817) 83!-8327 
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August 3, 2012 

Richard Gebken, PM 10 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: Child Resistant Packaging Certification 
EFFITIX™ PLUS Topical Solution for Dogs; 
EPA Reg. No. 2382-TBA 

Dear Mr. Gebken: 

I certify that the packaging used for the following product meets the standards of 40 CFR 157.32, 
including the revised standards in 16 CFR 1700.15(b), when tested by the revised testing 
procedures in 16 CFR 1700.20, as published in 60 FR 37710 (July 21, 1995). 

• EFFITIX™ PLUS Topical Solution for Dogs (EPA Reg. No. 2382-TBA). 

Should you have any questions about this letter, please do not hesitate to contact me via 
telephone at 682-647-3576 or via e-mail at craig.parks@virbacus.com. 

Sincerely, 

&.;u 
Craig Parks, MS, DVM 
Vice President, Research & Development 
Virbac Animal Health, Inc. 

95



I ( 

FormA roved OMS No. 2070.0060 

,...., UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

(e;'l 401 M STREET, S.W. 

~-- WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the 
burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W .. Washington, DC 
20460. Do not send the comoleted form to this address. 

Certification with Respect to Citation of Data 
Applicant's/Registranrs Name, Address, and Telephone Number 

EPA Registration Number/File Symbol Virbac AH, lnc.f PO Box 162059 Fort Worth TX 761371 telephone 682-647-3576 

2382-NEW 

Active lngredient(s) and/or representative test compound(s) Fipronil, Date August 3, 2012 
permethrin,pyriproxyfen 

General Use Pattern(s) {list all those claimed for this product using 40 CFR Part f58) 
Product Name 

indoor residential 
EFFITIX TM PLUS Topical Solution for Dogs 

NOTE: If your product is a fOO% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need 
to submit this form. You must submit the Formulators Exemotion statement IEPA Form 8570-27 

D I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation {the Data Matrix form 
should be used for this purpose). 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) 

D I am using the cite-all method of support, and have included with 0 I am using the selective method of support (or cite-all option 
this form a list of companies sent offers of compensation (the Data under the selective method), and have included wah this form 
Matrix form should be used for this purpose) a completed list of data requirements (the Data Matrix form 

must be used\. 

SECTION tl: GENERAL OFFER TO PAY 

[Required if using the cite-all method, or when using the cite-all option under the selective method to satisfy one or more data requirements] 

In I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA 

SECTION Ill: CERTIFICATION 

I certify that this application for registra~on, this form for reregistration or this Data-Call-In response is supported by all data submitted or cited in 
the application for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the 
selective method is indicated in Section f, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this 
product or an identical or substantially similar product, or one or more of the ingredients in this product; and {2) is a type of data that would be required to 
be submitted under the data requirements in effect on the date of approval of this application if the applica~on sought the initial registration of a product of 
identical or similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written permission of the original data submitted to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter; {b) I have obtained the permission of the original data submitter to use the study in support of this application: (c) all periods of eligibility for 
compensation have expired for the study: (d) the study is in the public literature; or (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1){F) and/or 3(c)(2)(8) of FIFRA; and (ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

I certify that the s1atements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fine or Imprisonment of both under applicable law. 

Signature Date Typed or Printed Name and Title 
Craig Parks 

d-;J.L August 3, 2012 Vice President, R&D 
Virbac Animal Health, Inc. 

- -EPA Form 8570 34 (9 97) Electrome and Paper vers1ons aVailable. Submit only Paper versmn. 
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Fonn Approved. OMB No. 2070-0060. Approval expires 5-31-98 

Unilcd States 

&EPA Environmental Protection Agency 
Washington, DC 20460 

Formulator's Exemption Statement 
(40 CFR 152.85) 

Applicant's Name and Address EPA File Symbol/Registration Number 
Virbae Animal Health 2382-NEW 
P. 0. Box 162059 Product Name 
Ft. Worth, TX 76137 EFFITIXHI PLUS Topical Solution for Dogs 

Date of Confidential Statement of Formula (EPA Form 8570-4) 
Julv 12, 2012 

As an authorized representative of the applicant for registration of the product identified above, I certify that: 

(I) This product contains the following active ingredient(s):permethrin 

(2) Of these, each active ingredient listed in paragraph ( 4) is present solely as the result of the use of that active ingredient in the 
manufacturing, formulation or repackaging another product which contains that active ingredient which is registered under FIFRA 
Section 3, is purchased by us from another producer, and is labeled for at least each use for which my product is proposed to be 
labeled. 

(3) Indicate by checking (A) or (B) below which paragraph applies: 

[j[] (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this 
statement. That formula statement indicates, by company name, registration number, and product name, the source of the 
active ingredient(s) listed in paragraph (I) 

OR 

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8750-4) referenced above and on file with the EPA is complete, 
current, and accurate and contains the information required on the current CSF 

(4) The followin):!; active in_gredients in this product qualify for the formulator's exemption 

Source 

Active ln)l:rcdient Product Name 

Permethrin  
 

Pyriproxyfen  

L;JL Name and Title 
Vice President, Research & Development 

Signature 

EPA Form 8570-27 (Rev. 8-95) 

•u.s. GPO: 1995-388-820120413 

Rc)l:istration Number 

 

 

Date 
August3, 2012 

While- EPA copy 
Yellow- Applicant copy 
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Form Aoorovcd. OMI3 No. 2070-0060. Aooroval cxoircs 5-31-98 
United States 

&EPA Environmental Protection Agency 
Washington, DC 20460 

Formulator's Exemption Statement 
(40 CFR 152.85) 

Applicant's Name ami Address EPA File SymboVRcgistration Number 
Virbac Animal Health 2382-NEW 
P. 0. Box 162059 Product Name 
Ft. Worth, TX 76137 EFFITIXH1 PLUS Tooical Solution for Dogs 

Date of Confidential Statement ofFormula (EPA Form 85704) 
July 12, 20!2 

As an authorized representative of the applicant for registration of the product identified above, I certifY that: 

(I) This product contains the following active ingredient(s):pennethrin 

(2) Of these, each active ingredient listed in paragraph ( 4) is present solely as the result of the use of that active ingredient in the 
manufacturing, fonnulation or repackaging another product which contains that active ingredient which is registered under FIFRA 
Section 3, is purchased by us from another producer, and is labeled for at least each use for which my product is proposed to be 
labeled. 

(3) Indicate by checking (A) or (B) below which paragraph applies: 

IJO (A) An accurate Confidential Statement ofFonnula (EPA FORM 8570-4) for the above identified product is attached to this 
statement. That formula statement indicates, by company name, registration number, and product name, the source of the 
active ingredient(s) listed in paragraph(!) 

OR 

D (B) The Confidential Statement ofFonnula (CSF) (EPA Fonn 8750-4) referenced above and on file with the EPA is complete, 
current, and accurate and contains the infonnation required on the current CSF 

I ( 4) The followine: active in!!redients in this oroduct oualifv for the fonnulator's exemotion 

Source 

Active lne:rcdicnt Product Name 

Pennethrin  
 

Pyriproxyfcn  

&;u Name and Title 
Vice President, Research & Development 

Signature 

. . EPA Form 8570 27 (Rev. 8 95) 

•u.S. GPO: !995-388-820/20413 

Rce:istration Number 

 

 

Date 
August 3, 20t2 

. Whnc EPA copy 
Yellow- Applicant copy 
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Fonn Approved. OMB No. 2070-0060. Approval expires 5-31-98 
United Slrucs 

&EPA Environmental Protection Agency 
Washinglon, DC 20460 

Formulator's Exemption Statement 
(40 CFR 152.85 

Applicant's Name and Address EPA File SymboURcgistratfon Number 
Virbac Animal Health 2382-NEW 
P. 0. Box 162059 Product Name 
Ft. Worth, TX 76137 EFFIT!Xnl PLUS Topical Solution for Dogs 

Date of Confidential Statement of Formula (EPA Form 8570-4) 
July 12, 2012 

As an authorized representative of the applicant for registration of the product identified above, I certify that: 

(1) This product contains the following active ingredient(s):permethrin 

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the 
manufacturing, fonnulation or repackaging another product which contains that active ingredient which is registered under FIFRA 
Section 3, is purchased by us from another producer, and is labeled for at least each use for which my product is proposed to be 
labeled. 

(3) Indicate by checking (A) or (B) below which paragraph applies: 

IJO (A} An accurate Confidential Statement ofFonnula (EPA FORi\18570-4) for the above identified product is attached to this 
slatement. That fonnula statement indicates, by company name, registration number, and product name, the source of the 
active ingredient(s) listed in paragraph (I) 

OR 

D (B) The Confidential Statement of Formula (CSF) (EPA Form 8750-4) referenced above and on file wilh the EPA is complete, 
current, and accurate and contains the information required on the current CSF 

i ( 4) The following active ingredients in !his product qualify for the formulator's exemption 

Source 

Active lnJ:!rCdicnt Product Name 

Pcrmcthrin  

Pyriproxyfen  
 

~JL 
Name and Title 
Vice President, Research & Development 

Signature 

- -

•u.s. GPO: 1995-388-820120413 

Registration Number 

 

 

Date 
August 3, 2012 

Wh11c- EPA copy 
Yellow- Applicant copy 
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Form /&J>pr<l><~ 0~1 n 1'\o, 10Jll.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
& 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
l'aven,·orlr R~1lnction Act Notice: l11c public reporting burden for this collection of information is estimated to average 0.25 hours p<:r response for registration activities and 0.25 hours per response 
!Or reregistration and spcci~l review activities, including time for rending the instruction and completing the ncccss~ry forms. Send comments rcg~rding tile burden cs1imntc or any other aspect of this 
collection ofinfonnution, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S. Environmentul Protection Agency, 401 M StreCl, S.W., 
Washin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: Jul •31,2012 EPA Re . No./Filc S mbol 2382-TBA Page G or It 

Applicnnt's!Registrant's Name & Address Product: 
Virbac AH, Inc 
PO Box 162059 EFF1T1X1M PLUS lDPlCAL SOLUTION FOR DOGS 
Fort WorthTX 76161 -
In cdient: Fi ronil. PcrmcthrinJ• ri roxifcn 
Guideline Reference Number Guideline Stud • Nmnc MRlDNnmber Submil!er Status Note 
Efficacy 3nd S3fcty data 
-J1fp1·onil 
810.3300 Product Performance Efficacy-Mange '45620504 Mcrial l'AY 
810.3300 Product Performance Efficacy-Man c 45620505 Mcrial PAY 
810.3300 Product Pcrformnncc Efficnc •-Mnn c 45620506 Mcrial PAY 
810.3300 Product Pcrfommncc Effie a -Miles .43444901 Mcrial OLD 
810.3300 Product Performance Efficac ·-Mites •43577701 Mcrial OLD 
810.3300 \'rodJJctl'crfornmncc Efficacy-Miles 43951701 Mcrial OLD 
810.3300 Product Performance Effie a -Miles 45612701 Mcrial PAY 
810.3300 Product Performance Efficacy-Mites 45620503 Mcrial PAY 
810.3300 Product Performance Efficacy-Miles 45866901 Merial l'AY 
810.3300 \'rodJJct Performance Efficac -Lice 45620501 Merial l'AY 
810.3300 Product Perfnrmancc Effie a -Lice 45628101 Mcrial PAY 
810.3300 ProdlJct Pcrfommncc Efficac ·-Lice 45628102 Merial PAY 
810.3300 Product Pcrfonnancc Efficacy-Lice 45628103 Mcrial PAY 
810.3300 Product Performance Efficac -Lice 45628201 Merial PAY 
810.3300 \'rodJJctl'crfornlancc Efficacy-Mosqnito 45866902 Merial PAY 
810.3300 \'rodJJct Pcrfonnancc Efficac -Mos nito 46019202 Mcrial PAY 
810.3300 Product Performance Effica ·-Mos uito 46019201 Merial l'AY 
Signature Name and Title Date 

~d-L Craig Parks lilly 31, 
Vice President, Research & Development 2012 

EI'A Form 3HO-JS (9·9i) Eloolroo>< ond l'oprr \'m>on> A,·.iloblo_ Subm" only P'l"'' ''""'""· /&to>><)' rolorn•l u,. t:;opy 
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dZL 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

EFF1TIX TM PLUS TOPICAL SOLUllON FOR DOGS 

July 31, 
2012 

~, 
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fo>m Ai•prol'td 0~111 No. lO I'D-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

:& 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

l'apcrwork Hednction Act Notice: Tlte public reporting burden for litis collc;:tioa of information is estimated to average 0.25 hours per restmnsc for registration activities and 0.25 hours per response 
for reregistration and special review activities, including time for reading the instruction and completing tltc necessary forms. Send comments regarding the burden estimate or any other a:spcct of this 
collection ofinfonnation, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.W., 
Wash in ton. DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: Jul 31,2012 El'A Rc . No./Filc S •mbol 2382-TBA l'ogc4oflt 
Applicant's/Rcgistrant's Nmne & Address t'roduct: 
Virbac AH, Inc 
PO Box 162059 E[l[liTIX n1 PLUS TOPICAL SOLUTION FOR DOGS 
Fort Wortlt TX 76161 
In redicnt: Fi ronil, Pcrmcthrin,P ri roxifcn 
Guideline Reference Number Guideline Stud Name MRID Number Submitter Status Note 
Efficacy and safely data 
-Fipronil 
8I0.3300 Product Pcrfonnancc Efficac -Ilea 43121114 Me rial OLD 
810.3300 Product Pcrfonnancc Efficacy-Ilea 43121115 Mcrial OLD 
810.3300 Product Performance Efficac -flea 43121II6 Mcrial OLD 
8I0.3300 Product Pcrfonuance Efficac -flea 43I2III9 Me rial . OLD 
810.3300 Product Performance Efficac -Ilea 43121120 Mcrial OLD 
810.3300 Product Performance Efficac -flea 43121121 Mcrial OLD 
810.3300 Product 1'crfonnance Efficacy-flea 43121122 Merial OLD 
810.3300 Product Performance Efficacy-Ilea 43444901 Mcrial OLD 
810.3300 Product 1'crfonuance Efficacy-flea 43577701 Merial OLD 
810.3300 Product Pcrfommncc Efficac -flea 43577712 Mcrial OLD 
810.3300 Product Pcrfornmncc Efficac -flea 43577713 Me rial OLD 
810.3300 Product Performance Efficacy-flea 43951701 Me rial OLD 
810.3300 Product Performance Efficac -flea 44088901 Me rial OLD 
810.3300 Product Performance Efficacy-flea 4494201I Merial PAY 
Signature Name and Title Dow 

~,dL. Cmigi'arks July 3t, 
Vice President, Rcscarctt & Development 2012 

EPA Fo1m 857()..35\9-?i) El«:nom< Md l'•por Vors10ru Av>~loblo Subm1l o"~· P>ptr l"<r>lon A2tnty ln!tnlal\1>< Copy 

., ··~ ,.~ 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
,Jz 

I r~~·; ··-···--· --------
• on and special review; 

fonnation, includi-- · 
..... C 20460. Do not: 

Date: Jul 31,201: 
Applicant's!Rcgislr 
Virbac AH,lnc 

IC & Address 

PO Box 162059 
Fort wo~'-.....,..., 
lngrcdi1 o:dfcn 

- -- ----~ -
ts for reducing the burden to 

this address. 

UJI 

401 M Street, S.W. 
D.C. 20460 

:d to avcmgc 0.2. 
y forms. 

DATAM.~ 

Guide'' 

Effie 
I Guic l.~-R(:~:~ 

870./.:.uu 
870.7200 
870.7200 
870.7200 
870.7200 
R 10.3300 

1300 

).3300 
).3300 
).3300 

810.3300 
Efficacy and 

1870:720o 
R"7fl 7?flll 

0/U,/~UU 

870.7200 
Signature 

d.....;- . .c!L 

1! safety 14 d pup study-! 

1alid. 
.-.t;nn 

1! safety 

1l safety 

1671 

:&461 

43577711 
43863802 
43121110 

:r response I 
~UJnmcnts rcl!o 
7) u.s. r: 

EPA Reg. 
1 Product: 

od 0.25 hours per response 
or any other aspect of this 

y, 401 M Street, S.W., 

EFFITlX TM TOPICAL SOLUTION FOR DOGS 

i/irbac Al-I, Inc. 

i/irbac AI-I. Inc 

i/irb~:~c J\J::I, In_~; 

~)E~_il_!:_AH, Inc 

I Mcrial 

Mcrial 
Mcrial 
Mcrial 
Nnmc nnd Title 
Cmig Parks 
Vice Presitlcnt, Research & 

'''""Y: 

OWN 
OWN 

OWN 
OWN 

OWN 

I PAY~ 
1 Dnte 

July 31, 
2012 

~~ 
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Fo>m Appto>·td 0.\111 No. ZD71J.DD6D 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

& 401 M Street, S.W. 
WASHINGTON, D.C. 20460 

P9Jtcrwork Reduction Act Notice: lltc public reporting burden for this collection ofinfonnation is estimated to avcrngc 0.25 hours11er response for rcgisuution uctivitics and 0.25 hours per response 
for rercgistmtion and special review activities, indnding time for reading the instmction and completing the necessary forms. Send comments regarding the burden estimate or any other aspect ofthis 
collection ofinfonnalion, including suggestions for reducing the bttrdento Director: Ol'PE Infommtion Management Division (2137} U.S. Environmental Prolcction Agency, 401 M Street, S.\V., 
\Vashin ton, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: Jul 31,2012 EPA Rc . No./Filc S mbol 2382- TBA Page2oftt 
Applicant's/Rcgistrunt's Name & Address Product 
Virbac AH, Inc 
PO Box 162059 EFF1T1X nr PLUS TOPICAL SOLUTION FOR DOGS 
Fort Wol1h TX 76161 
In rcdicnt: Fi ronil. Pcrmcthrin. ri roxifcn 
Guideline Reference Number 1 Guideline Study Nume 1 MRlD Number Submitter Status Note 

Protluct Chemistry 830 Series Group B Test Guillclincs 
830.7100 Viscosit' New Submission Virbac AH, Inc. OWN 
830.6319 Miscibilit Virbac AH, Inc NR 
1130.6320 Corrosion characteristics To Be Conducted Virbac AH, Inc. OWN 
830.6321 Dielectric breakdown volta c Virbac AH, Inc NR 
830.7000 H New Submission Virbac AH, Iuc. OWN 
830.7300 Density, bulk density, or s ccific ravit New Submission Virbac Al-l, Inc OWN 
830.7320 Particle Size distribution Virbac AH, Inc. NR 
40 CFR 1511.340 Toxicolo •\' Datn Rc nfrcmcnts 
870.1100 Aculc oraltoxicit New Submission Virbac AH, Inc. OWN 
870.1200 Aculc dcnnaltoxicit New Submission Virbac Al-l, Inc OWN 
870.1300 Acute inhalation toxicity Waiver requested Virbac Al-l, Inc. OWN waiver 

870.2400 Prima c c irritation New Submission Virbac AH, Inc OWN 
870.2500 Primary dermal irritation New Submission Virbac AH, Inc. OWN 
870.2600 Dennal scusilizalion New Submission Virbac AH, Inc OWN 
Signalurc Name and Title Date 

;!. ·JL 
Crnig Parks July 31, 
Vice President, Research & Development 2012 

~ 

Ill' A Form SS71J.IS t9·97) El«lrom< .,d P•p<> Vomons A>">ilablo Submit only Papot >"<r>oon A2<n<r lnttm•l Ust Copy 

104



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

& 

::Tile public reporting burden 
-- - -tlv itics, including time "-­

... , ... ~-~~~-., ~-,;gestioos for reducing\, 
9 20460. Do not send the form to this address. 

I 
Vir'b~~-AH, Inc. 
PO Box 162059 

>uw .. • ~ 

).! 550 
).1600 
).1620 
).1650 
).1670 
).1750 

y830: 

·.I700, 830.1800 
·--''""'----·---~ 

830.6302 
830.6303 --- ~--. 

830.6313 

830.6314 
830.6315 
830.6316 

L;JL 

!'<.Address 

Test 

1 Metal Stability 

onfrc, 
lhilil) 

WA 

n Process 
ion Proces~ 

•LL of 

401 M Street, S.W. 
;TON. D.C. 20460 

DATA 

d to: ....... , .. ___ -----
y forms. Send • 

(2137) U.S. 

1 Product: 

:sand 0.25 hours per response 
•ale or any other aspect ofthis 

Protection Agency, 401 M Street, S.W., 

EFFITIX TM PLUS TOPICAL SOLUTION FOR DOGS 

t·t, Inc. 
Virbac AI-I, Inc 
Virbac AH, Inc. 

Inc. 

,_, Inc. 

Vir' 

CrnigParks 
Vice President, Research & Development 

,\t<"<Y I 

\VN 

OWN 

)\VN 

OWN 
I Nit 

OWN 
INR 

1 Date 
July 31, 
2012 

~, 
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,& 

I . -·· for 1 

I ~~~~:h~~~~ Fort Wo 

Pcrmcthr' 
870.7200 
870.7200 
~ - ---

lion Act Nntice:' 

1d 7pec~al ~~' 

Dala-

/'!... ' L? / 
~~-

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

ng burden for this collection ofinfommtion is estimated to avcmgc 0.25 hours per response I 1d 0.25 hours per response 
lf any other aspect ofthis 

Protection Agency, 401 M Street, S.W., 
1uumg time for reading the instruction and · ~ -
n reducing the burden to Director: OPPE 1 
oL'--~L---

I Product I 

Product 
Prod net 
Prodncl 

o. Sub mol <mly I 

-
fRIX 

1 Product: 

EFFITIX »1 PLUS TOPICAL SOLUTION FOR DOGS 
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~·orm Appro>~~ OMR No.lO\Il-~MO 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
& 401 M Street, S.W. 

WASHINGTON, D.C. 20460 
P~pcrwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for rcgislmtion activities and 0_25 hours per response 
for reregistration ond special reviel\' activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden lo Director. OPPE Information Management Division (2137) US. Environmental Protection Agency, 40 l M Street, S.W., 
Washington, DC 20460_ Do not send the form to this address. 

DATA MATRIX 
Date: Jul 31,2012 EPARc .NoJFilcS mbol 2382-TBA rogc8ofll 
Applicant's!Rcgistrant's Na1nc & Address Product: 
VirbM'All, Inc 
PO Box 162059 EFFITIX n1 TOPICAL SOLUTION FOR DOGS 
Fort Worth TX 76161 

-.. , 

In cdient: Fi ronil. Pcrmcthrin.l' ri roxifen 
Guideline Reference Number Guideline Stud Name MRIDNumbcr Submiller Slams Now 
Effic:tcy and Safety nata-
Permethrin 

810.3300 Product Pcrfonnance- Efficac 42256901 Coo cr's Animal Health, Inc. OLD 

810.3300 Product Performance- Efficac ' 4331)6409 Ecto Dcvelo ment Corporation OLD 
810.3300 Product Perfonnance- Efficac ' 43396410 Ecto Dcvelo mcnt Cor oration OLD 

Etrreacy and Safety Data-
Pyrfproxifcn 

870.7200 Com anion Animnl safct 43396408 Ecto Dcvelo mcnt Cor oration OLD 

870.7200 Companion Animal Safety 43612601 Ecto Development Cor oration OLD 

870.7200 Com anion Animal Safct 44900902 Virbae AI-I. Inc. OWN 

870.7200 Companion Animal Safety 44900903 Virbac Al-l, Inc. OWN 
870.7200 Com anion Animal Snfet • 42178309 Sumitomo Chemical Com an •, Ltd. OLD 
810.3300 Product Pcrfonnance- Efficac 44900904 Virbac Al-l, Inc. OWN 

810.3300 Product Performance- Efficac ' 45020601 Virbac AH, Inc. OWN 
Signature Name and Title Date 

~-dL Craig Parks July 31, 

----r Vice President, Research & Development 2012 ·-
Fl•A Fmm ~571).15 19-971 El<<lmn•< nnd Pan"\''"''""' A>~!labk Suh~nil nnl•• Pnno< ,_.,.,;on_ I)·Pnr· A•mn lnlrm•l U>< Coov 
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Fotn< Appro>·rd OMB No. l~,tl-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

""' 401 M Street, S.W. 
WASHINGTON D.C. 20460 

Pap~rwork Ruluction r\cl Nolie~: The public reporting burden for this collection ofinfonnation is estimated to avcrogc 0.25 hours per response for rcgistmtion activities an<.l 0.25 hours per response 
for rcrcgistmtion and special review activities, including time for reading the instruction and completing the ncccssaJY fonns. Send comments rcgmding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) US. Environmental Protection Agency, 40 l M S1rcc1, S.W, 
Washin ton, DC 20460. Do not scn<.lthc form to this a<.ldrcss. 

DATA MATRIX 
Date: Jul 31,2012 EPARc .No./FilcS mbol 2382·TBA P"ge 9 of\\ 
Applicant's/Rcgistranl's Name & A<.ldress ProdJJct: 
Virbac AH, Inc 
PO Box 162059 EFFITIX nt PLUS TOPICAL SOLUTION FOR DOGS 
Fort Worth TX 76161 
In rcdicnt: Fi ronil. Permcthrin. ri roxifcn 
Gui<.lclinc Reference Number GnidclincStud Name MRIDNumbcr Submillcr Status Note 
Child Re~istant Paek:l •in 
40 CFR 157 Evaluation of the lml ApplicalorTube with 1.0 ml wmer, 1 applicator 48467130 Virbac AH, I11C. OWN 

tube test as a Poison Prevention Package for Virbac SA 
40 CFR 157 Evaluation oft he lml ApplicatorTJJbc with 1.0 ml \Wier, 3 applicator 48467131 Virbac AH, Inc OWN 

tubes test as a Poison Prevention Package for Virbac SA 
40 CFR 157 Evaluation of the lml Applicator Tube with 1.0 ml wmer, 6 applicator 48467132 Virbac AH, Inc. OWN 

tubes test as a Poison Prevention Package for Virbac SA 
40 CFR 157 Evaluation of the lml Applicator Tube with l.Oml \Wier, 36 48467133 Virbac AH, Inc OWN 

applicator tubes test as a Poison Prevention Package for Virbac 
40CFR 157 Evaluation oft he 3m1 Applicator Tube with 2.0m1 water, 1 applicator 4846713•1 Virbac AH, Inc. OWN 

tube test as a Poison Prevention Package for Virbac SA 
40 CFR 157 Evaluation of the 3m1 Applicator Tube with 2.0n1l water, 3 applicator 48467135 Virbac AH, luc OWN 

tubes test as a Poison Prevention Package for Virbac SA 
40 CFR 157 Evaluation of the 3m I Applicator Tube with 2.0m1 water, 6 applicator 48467136 Virbac AH, Inc. OWN 

tubes test as a Poison Prevention Package for Virbac SA 
Signature Name and Title Date 

~-~ Crmg Parks July 31, 

--:r Vice Prcsi<.lcnt, Research & Development 2012 

~PA f-orm Sl70-Jl19·9 I ~l«lt~n•e ""d Pao<r Ve<~ons .Jvo.ilabk Subruit onlv l'oO<nomon Agrll<)"lllt<m•l u,. Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C.20460 

response 
completing the necessary forms. Send comments regarding the bnrdcn estimate or any other as~ct of this 

to Director: OPPE Information Management Division (2137) U.S. Environmentall7olection Agency, 40 I M Street, S.W., 

EFFITIX n1 PLUS TOPICAL SOLUTION FOR DOGS 

Inc 

Virbac AH, Inc. 

Craig Parks 
Vice President, Research & Development 

Date 
July 31, 
2012 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
D.C. 20460 

EFFrtlX T" PLUS TOPICAL SOLUllON FOR DOGS 

OWN 

Craig !'arks 
Vice President, Research & Development 

July 31, 
2012 

--', 

-
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Virbac Effitix Plus 
8/2112 

( 
\ 
I 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Virbac Animal Health, Inc. (EPA Company Number 2382) 
P.O. Box 162059 
Fort Worth, TX 76161 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is an application to register an end use product named EFFITIX™ Plus Topical Solution 
for Dogs. 

SUBMITTAL DATE: 

August 2, 2012 

2 

Study Namo< Cab 
CNC 

Product Specific Chemistry For 
EffitixTM Plus Solution 

P 
\Ohf. dP . ; . F' 

MRID 

48896301 

48896302 , ennet nn an ynproX11en m 1ve 

I R;\eh, 'by ~·O>~~~;;;JP;;;j;;'eyt--------1 
' of " . 3 

4 

5 

6 

7 

8 

9 
10 
II 

13 
14 

15 

(Color, Physical State, and Odor) 

\U\ 

I I 

I "FI"h Point" ',ohuo 
Property 

'"" Property 

I pH 
"0 

"0 
. ·m 

I toxiolty 
; 042193) 

• donml' · 

~Data Fm' fa. n, 

'Toploal• 
1 s.a:~:Y n~ata 

48896303 

48896304 

48896305 

48896306 

48896307 

48896308 

. 48896310 
4889631 

~illt:l2~ 
48896314 

48896315 
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J:nvoica Date 

071312US 13-JUL-12 

' Invoice Description Gross Amount 

REGISTRATION FEE EFI 4,807.00 

'rO'l'ALS 4,.807.00 

AJ-1 JrJ S;;'MORGAN CHASE SANK,ttA, 
. ' '03 tJ .. 'l DALLAS, TX 
fV(}• a< Oo<: llE·SE/1113 

P.O. BOX 162059 

Discount Invoice Amount 

0.00 4,807.00 

0.00 4,.807.00 

1016 20f6!76 

FT. WORTH, TE-XAS7G161 
PH. (817) SJi-5030 VOID IF NOT CASHED IN 90 DAYS ' ' PAY 

TO _THE 
ORDER 
OF 

Four Thousand Eight Hundred Seven Dollars And Zero Cents 

USEPA 
C/0 EXPONENT 
ATTN: JIM BARRON 
1150 CONNECTICUT AVE. NW, STE#llOO 
WASHINGTON, DC 20036 
United States 

DATE CHECK AMOUNT 

19-JUL-12 ••• MMlot~'si\'7.oo 
I 
I 
l 
l 
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